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NEW GENERICS TO MARKET

STRENGTH & DOSAC GENERIC APPROVAL
GENERIC DRUINAME FORM MANUFACTURER BRAND NAME DATE
Pramipexole DHcl 3.75 mg Tablet ER 24} Par Mirapex ER 07/12/16
Salicylic Acid ER SOLFILMER KMM Salicylic Acid ER 07/08/16
Fluticasone/Sodium 50 mcg/actuation0.9 % .
Chloride/Sodium Bicarbonate Spray Puretek Ticanase 02/03/16
Calcium Gluconate in 0.9% Nad  2g/50mL Plastic Bag Pharmedium Calcium Gluconate | 0516
0.9% NacCl
i 0,
Ketamine Hcl in 0.9% NaCl 20mg/2mL Syringe Pharmedium Ketamnzcl:-:cl 0.9% 06/23/16
Lidocaine HCI 5mg/mL Vial Hospira Xylocaine 12/28/2005
Oxycodone HCI/ Acetaminophen  5-325/5mL Solution Mallinckrodt Oxychone 03/14/2007
Acetaminophen
Hydroxyprogesterone Caproate 250mg/mL Vial ANI HydrOé)g;rr(())%iterone 06/09/16
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NEW DRUG ENTITIES

DESCRIPTION BRAND NAME ‘ GENERIC NAME ~ STRENGTH NOTES
New
Combination, no
pricing provided,
DILUENT FOR DILUENT,HIB, TET N9 pro
H 1 0
DILUENT SOLUTIONS HIBERIX CONJ,0.9% NACL 0.9 % dmmstnq
process until
pricing is
provided.
4.5 mg ironl
PRENATAL VITAMIN | TRICARERENATAL PNV113/FEA Mg150 Mg | |\ Combination
PREPARATIONS WITH DHA MEF/OM3/DHA/EPA/FS| 37.5 mg75
mg
MORPHINE | MORPHINE SULFATE/O] 50 mg/50 mL
ANALGESICS, NARCOT] SULFATE.9% NACL NACL/PE (1 mg/mL) New Dosage Forn
MORPHINE | MORPHINE SULFATE/O.
ANALGESICS, NARCOT| ¢ | =m0 n ol NACLIPE 0.5mg/mL | New Strength
EMOLLIENT -
EMOLLIENTS CERACADE COMBINATION NO.103 New Combination
ANTIHEMOPHILIC ANTIHEM.FVIILSIN | 250 (+4) unit .
FACTORS AFSTYLA CHN,EDM TRU range New Entity
ANTIHEMOPHILIC ANTIHEM.FVIILSIN | 500 (+£) unit .
FACTORS AFSTYLA CHN,EDM TRU range New Entity
ANTIHEMOPHILIC ANTIHEM.FVIILSIN | 1,000 (+) .
FACTORS AFSTYLA CHN,EDM TRU unit range New Entity
ANTIHEMOPHILIC ANTIHEM.FVIILSIN | 2,000 (+) .
FACTORS AFSTYLA CHN,EDM TRU unit range New Entity
ANTIHEMOPHILIC ANTIHEM.FVIILSIN | 3,000 (+) .
FACTORS AFSTYLA CHN,EDM TRU unit range New Entity
TOPICAL LOCAL LIDOCAINE/METHYL New Strength and
0, 0, 0,
ANESTHETICS SOLUPAK SAUMENTHOL | ° #1093 % | " hosage Form
DRUGS TO TREAT ERE(  PAPAVERINE PAPAVERINE rﬁg Trgﬁczl New Entit
DYSFUNCTION (ED) |  ALPROSTADIL HCL/ALPROSTADIL ?nL) y
DRUGS TO TREAT ERE(  PAPAVERINE PAPAVERINE rﬁg Trgf(zl New Entit
DYSFUNCTION (ED) |  ALPROSTADIL HCL/ALPROSTADIL ?nL y
0.5 mg20
DRUGS TO TREAT ERE( PHENTOLAMINE PHENTOLAMINE | 2% | | o\ Combination
DYSFUNCTION (ED) | ALPROSTADIL | MESYL/ALPROSTADI| ?nL)
HYDROMORPHON| HYDROMORPHONE H{ 100 mg/50 | New Strength and
ANALGESICS, NARCOT HCLEO0.9% NACL IN 0.9% NACL mL (2 mg/mL) Dosage Form
ANALGESICS, NARCOT] LAZNDA FENTANYL CITRATE 300 New Strength
mcg/spray
ANTICONVULSANTS FYCOMPA PERAMPANEL 0.5 mg/mL | V€W Strength and
Dosage Form
VANCOMYCIN AND | VANCOMYCIN HCl VANCOMYCIN HCL IN 750 mg/250 Nﬁg‘i’ns”err(')%tigégo
DERIVATIVES D5W DEXTROSE 5 % mL pricing p ’

claims will not
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DESCRIPTION BRAND NAME ‘ GENERIC NAME STRENGTH NOTES
process until
pricing is
provided.
ANTIVIRALS, HIV
INTEGRASE STRAND TIVICAY DOLUTEGRAVIR SODIU 10 mg New Strength
TRANSFER INHIBTR
ANTIVIRALS,HLV
INTEGRASE STRAND TIVICAY DOLUTEGRAVIR SODIU 25 mg New Strength
TRANSFER INHIBTR
BULK CHEMICALS BRIJ L4 LAURETH 4 100 % Bulk Chemical
ANTIHYPERGLYCEMIC,
-4 INHIBITOR & JENTADUETO XR LINAGLIPLIE/LMETFORN 2:5 nr]T?l’OOO New Combination
BIGUANIDE COMB 9
ANTIHYPERGLYCEMIC,
-4 INHIBITOR & JENTADUETO XR L'NAGL'PL'('\;”LMETFORN ° mg:l,OOO New Combination
BIGUANIDE COMB 9
DRUGS TO TREAT EREC( IESEQ;{(E)IEII\:\IIE PAPAV/PHENTOLAM/AL 30 mgl mg New Entity
DYSFUNCTION (ED) ALPROSTDL ROST/WATER 20 mcg/mL
DRUGS TO TREAT EREC( EQEQ\'I{EIEIIVTI\IIE PAPAV/PHENTOLAM/AL 12 mgl mg New Entity
DYSFUNCTIQHED) ALPROSTDL ROST/WATER 10 mcg/mL
300 mg/30 | New Strength and
MEPERIDINE HCL] MEPERIDINE HCL IN 0.
ANALGESICS, NARCOT] 0.9% NACL NACL/PE mL (10 Dosag_e
mg/mL) Formprovided.
AESTHETIKGGENTS FOR
SUBCUTANEOUS ADIP( KYBELLA DEOXYCHOLIC ACID| 10 mg/mL New Entity
LYSIS
TOPICAL ANTI
0,
INFLAMMATORY. NSAll ~ VOPAC MDS DICLOFENAC SODIUN  1.5% New Dosage Forn
ANTINFLAMMATORY,
SEL.COSTIM.MODBGCELL| ORENCIA CLICKJE ABATACEPT 125 mg/mL | New Dosage Forn
INHIBITOR
TOPICAL ANTI
INFLAMMATORY STERC NOVACORT HYDROCC?XR”'\II':ESONE/PR 2 %1 % New Dosage Forn
LOCAL ANESTHETIC
ANTINEOPLASTIC
SYSTEMIC ENZYME KYPROLIS CARFILZOMIB 30 mg New Strength
INHIBITORS
TOXINPRODUCING 4 x 10exp8 to
BACILLI VAXCHORA VACCI| CHOLERA VACCINE, LI 2 x 10exp9 C¥ New Entity
VACCINES/TOXOIDS unit
200 mcg/5
SYMPATHOMIMETIC PHENYLEPHRINE PHENYLEPHRINE HCL mL (40 New Strenath
AGENTS HCE0.9% NACL 0.9% NACL 9
mcg/mL)
KERATOLYTICS RYNODERM UREA 37.5% New Strength
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DESCRIPTION BRAND NAME ‘ GENERIC NAME STRENGTH NOTES
SKN TISSUE HUMAN REGENERATI
REPLACEMENT GRAFIX PRIME TISSUE MTRX 16 mm New Strength
SKIN TISSUE HUMAN REGENERATI
REPLACEMENT GRAFIX CORE TISSUE MTRX 16 mm New Strength
HEP C VIRLNS5B
POLYMERASE AND NS EPCLUSA SOFOSBU\F/;R/ VELPATA 400 r:]“gloo New Entity
INHIB. COMBO. 9
VANCOMYCIN AND | VANCOMYCIN HCl VANCOMYCIN/0.9 % Sd  1.75 New Strendh
DERIVATIVES 0.9% NACL CHLORIDE gram/250 mL 9
CEPHALOSPORINST | CEFAZOLIN SODIU 1™ 2 grami50
CENERATION 5w CEFAZOLIN SODIUM/DS o New Strength
VASODILATORS,PERIPf  PAPAVERINE PAPAV 30 mgl
AL PHENTOLAMINE HCL/PHEI_\II_'II;gLAMINE/V\ mg/mL (1 mL) New Combination
Bl DIRENERENS BEVESPI GLYCOPYRROLATE/FQ 9 mcg4.8 o
ANTICHOLINERGIC AEROSPHERE OTEROL EUM me New Combination
COMBO, INHALED 9
AGENTS TCREAT .
MULTIPLE SCLEROSI ZINBRYTA DACLIZUMAB 150 mg/mL New Entity
300 mg/30
MEPERIDINE HCL| MEPERIDINE HCL IN 0.4
ANALGESICS, NARCOT 0.99% NAGL NAGL mL (10 New Strength
mg/mL)
100 mcg/10
FENTANYL
ANALGESICS, NARCOT| BUPIVACAINE9Y | FENTANYL/BUPIVACAIN - mL (10 New Strength
NS/PF mcg/mL}0.2
NACL
%
BLOOD VON WILLEBRAND | 1,300 (+) .
FACTORS MISCELLANE|  YONVENDI FACTOR unit range New Entity
BLOOD VON WILLEBRAND | 650 (+£) unit .
FACTORS,MISCELLANE VONVENDI FACTOR range New Entiy
DOXYCYCLINE/SKIN
TETRACYCLINES MORGIDOX CLEANSER 710 50 mg New Strength
TETRACYCLINES DORYX MPC DOXYCYCLINE HYCLA 120 mg New Strength
INFLUENZA VIRUS | FLULAVAL QUAD| FLU VACCINE QS2016 r:(c) ”)‘(‘%%55 NewEnti
VACCINES 20162017 17(36MO UP) gmL ' y
45 mcg (15
INFLUENZA VIRUS FLU VACCIN TS2a16 .
VACCINES AFLURIA 2018017 VR UP/PE mcg n); S)/o.s New Entity
45 mcg (15
INFLUENZA VIRUS FLU VACCINE TS20765 .
VACCINES AFLURIA 2018017 YR UP) mcg;E)IO.S New Entity
135 mcg (45
INFLUENZA VIRUS FLU VAC TV 2016(18 .
VACCINES FLUBLOK 204817 YR+)RCM/PF mcgr?f)/O.S New Entity
60 mcg (15
INFLUENZAVIRUS | FLUZONE QUAD|  FLUVACC Qs2a16 | - %0 % New Entit
VACCINES 20162017 36MOS UP/PF gmL : y
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DESCRIPTION BRAND NAME ‘ GENERIC NAME ~ STRENGTH NOTES
INFLUENZA VIRUS | FLUZONE QUAEDI| FLU VACC QS 2016 (6 n?((:) ':‘(Cf) /(07'255 New Enti
VACCINES 20162017 35MOS)/PF 9 e y
INFLUENZA VIRUS | FLUZONE QUAD| FLU VAC TS 2018(4 YR nﬁ’g ”102)%55 New Eni
VACCINES 20162017 UP)/PF gmL : y
FLUZONE
INFLUENZA VIRUS FLU VACC QS 2016-(1§ 36 mcg/0.1 .
VAGCINES INTRADERM QUAL SAVRS)PF o New Entity
201617
INFLUENZA VIRUS | FLUZONE HIGH FLUVACC TS2016 | 180 meg/05 | |\ o
VACCINES DOSE 2018017 17(65YR UP)/PF mL y
INFLUENZA VIRUS FLUARIX QUAD | FLU VACC QS2615 r:g ":(Cg)%55 New Enti
VACCINES 20162017 36MOS UP/PF gmL : y

New Entity, no
pricing provided,

INFLUENZA VIRUS | FLUMIST QUAD | FLU VACC QV LIVE 201{ 12?525()7 25 claims will not
VACCINES 20162017 49YRS) mL ' process until
pricing is
provided.
60 mcg (15
INFLUENZA VIRUS FLUCELVAX QUAIL FLU VAC QS-16(4YR mcg x 4)/0.5 New Entit
VACCINES 20162017 UP)CEL/PF gmL ' y
45 mcg (15
INFLUENZA VIRUS FLU VACCINE TS2QT64 .
VAGEINES FLUVIRIN 2018017 YR UP) mcg:f)/o.s New Entity
45 mcg (15
INFLUENZA VIRUS FLUVAC TS 20167(4 YR .
VACCINES FLUVIRIN 2018017 UP)/PE mcg;r(“i’))/O.S New Entity
GENERAL 100 mg/2 mL
ANESTHETICS, INJECTA KETAMINE HCL KETAMINE HCL (50 mg/mL) New Strength
MORPHINE MORPHINE SULFATE | 60 mg/30 mL
ANALGESICS, NARCOT) o\ £atg 996 NACL 0.9 % NACL @mgimL) | New Strength
ANALGESICS, NARCOT| FENTANYL CITRA| FENTANYL CITRATE/R 50 mcg/mL | New Dosage Forn|
New Strength and
Dosage Form,
product will not
ANTIHYPERLIPIDEMIC REPATHA 420 mg/3.5 have pricing till
PCSK9 INHIBITORS PUSHTRONEX EVOLOCUMAB mL 8/4, claims will
not adjudicate till
drug receives
pricing.
DERMACINRX | TRIAMCINOLONE/LIDO( 40 mg/ml- L
GLUCOCORTICOIDS CINLONECPI NE/PRILOC 25 %25 % New Combination
CICLOPIROX/SKIN L
0,
TOPICAL ANTIFUNGAL LOPROX CLEANSER NO.40 0.77% | New Combination
ANTHARTHRITIC, FOLAT 12.5 mg/0.4
ANTAGONIST AGENTS OTREXUP METHOTREXATE/PF mL New Strength
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DESCRIPTION BRAND NAME GENERIC NAME STRENGTH NOTES

45 mcg (15
INFLUENZA VIRUS FLU VACC .
VACCINES FLUAD 2012017 TS2016(65UP)MF59C/P mcgrﬁf)lo.S New Entity
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NEW INDICATIONS (EXISTING DRUGS)

DRUG

TEFLARO@eftaroline)

NEWINDICATION

Pediatric mtients 2 months of age
to lessthan 18 years of age with
acute bacterial skin and skin

structure infections (ABSSSI),
including infections caused by
methicillin-resistan
Staphylococcus aureus (MRSA)
and community-acquired bacterial
pneumonia (CABP) caused by
Streptococcus pneumoniae and
other designated susceptible
bacteria

DATE OF
APPROVAL

May 31, 2016

SOURCE

Teflaro [package insert]
Allergan, Plc. May 2016

HUMIRA®&adalimumab)

Treatment of norinfectious
intermediate, posterior and
panuveitisin adult patients

June 30, 201¢

Humira[package insert]
AbbVie. June 2016.

XOLAI®(omalizumab

Moderate to severe persistent
asthmain children 6 to 11 years o
age who have had positive skin
test or in vitro reactivity ® an
airborne allergen and have
symptoms that are inadequately
controlled wth inhaled
corticosteroids

July 7, 2016

Xolair[package insert]
Genentech Inc. July 2016
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FDA NEWS/BULLETINS/ADVISORIES/SAFETY ALERTS

[Posted 6/6/2016]

ISSUEThe FDA is warning consumers about the risk of serious bleeding when using nonprescription,
also known as ovethe-counter or OTC, aspirinontaining antacid products to treat heartburn, sour
stomach, acid indigestion, or upset stomach. Many other products for these conditions are available
that do not contain aspirin.

These widely used products already contain warnings athos bleeding risk on their labels; however,

we are continuing to receive reports of this serious safety issue. As a result, we will continue to evaluate
this safety concern and plan to convene an advisory committee of external experts to provide input
regarding whether additional FDA actions are needed.

BACKGROUNDTC aspirdantacid products are sold under various trade names, including®dkaer
Original, Bromo Seltzer, Medique Medi Seltzer, Picot Plus Effervescent, Vida Mia Pain Relief, Winco
Fodds Effervescent Antacid and Pain Relief, and3&d&zer Antacid and Pain Reliever. They are also
available as generic products.

In 2009, a warning about the risk of serious bleeding was added to the labels of all OTC products that
contain NSAIDs, includjraspirincontaining antacid products. However, a search of the FDA Adverse
Event Reporting System (FAERS) database identified eight cases of serious bleeding events associated
with these products after the warning was added. All of these patients wergitatized. Patients had
underlying conditions such as the risk factors above that put them at greater risk for developing serious
bleeding events (see Data Summary). The FAERS database includes only reports submitted to FDA so
there are likely additionalases about which we are unaware.

RECOMMENDATIO8onsumers should always read the Drug Facts label carefully when purchasing or
taking an OTC product to treat heartburn, acid indigestion, or sour or upset stomach. If the product
contains aspirin, considevhether you should choose a product without aspirin to relieve your
symptoms.

Aspirin is a commonly used pain reducer and fever reducer. It is a nonsteroidalfEamimatory drug
(NSAID) that can increase the risk of bleeding, including in the stomaadjestrointestinal (Gl) tract.
Ask your pharmacist if you need help reading the Drug Facts label.

If you have one or more of the following risk factors, you may have a higher chance of serious bleeding
when taking aspiriktontaining antacid products:

Are60 years or older

Have a history of stomach ulcers or bleeding problems

Take a bloodhinning or steroid medicine

Take other medicines containing NSAIDs such as ibuprofen or naproxen

Drink three or more alcoholic drinks every d#aking more of these medines than the amount
recommended or for a longer period than recommended will increase the risk of serious
bleeding.

1 Complete and submit the report Onlineww.fda.gov/MedWatch/report

=A =8 =8 -8 -4
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1 Download formor call 2800-332-1088 to request a reporting form, thesomplete and return to
the address on the praddressed form, or submit by fax te8D0-FDA0178

SOURCHI.S. Food and Drug Administration (FDA)

[Posted 6/8/2016]

ISSUEFDA is warning that taking higher than recommended doses of the common oveotheer

(OTC) and prescription diarrhea medicine loperamide (Imodium), including through abuse or misuse of
the product, can cause serious heproblems that can lead to death. The risk of these serious heart
problems, including abnormal heart rhythms, may also be increased when high doses of loperamide are
taken with several kinds of medicines that interact with loperamide (see Examples of that@an
Potentially Interact with Loperamide, in the FDA Drug Safety Communication).

The majority of reported serious heart problems occurred in individuals who were intentionally misusing
and abusing high doses of loperamide in attempts to-seHt opioid withdrawal symptoms or to

achieve a feeling of euphoria. FDA continues to evaluate this safety issue and will determine if additional
FDA actions are needed.

BACKGROUNDoperamide is approved to help control symptoms of diarrhea, including Traveler
Diarrhea. The maximum approved daily dose for adults is 8 mg per day for OTC use and 16 mg per day
for prescription use. It is sold under the OTC brand name Imodima’ store brands, and as generics.
See the FDA Drug Safety Communication for datansary.

RECOMMENDATIONealth care professionals should be aware that use of higher than recommended
doses of loperamide can result in serious cardiac adverse events. Consider loperamide as a possible
cause of unexplained cardiac events including QTvaterolongation, Torsades de Pointes or other
ventricular arrhythmias, syncope, and cardiac arrest. In cases of abuse, individuals often use other drugs
together with loperamide in attempts to increase its absorption and penetration across the-bladd
barrier, inhibit loperamide metabolism, and enhance its euphoric effects. If loperamide toxicity is
suspected, promptly discontinue the drug and start necessary therapy. If loperamide ingestion is
suspected, measure blood levels, which may require speeiiting. For some cases of Torsades de
Pointes in which drug treatment is ineffective, electrical pacing or cardioversion may be required. Refer
patients with opioid use disorders for treatment (see Additional Information for Health Care
Professionals ithe FDA Drug Safety Communication).

Patients and consumers should only take loperamide in the dose directed by their health care
professionals or according to the OTC Drug Facts label. Do not use more than the dose prescribed or
listed on the label, as diog so can cause severe heart rhythm problems or death.

If your diarrhea lasts more than 2 days, stop taking loperamide and contact your health care
professional. Seek medical attention immediately by calling 911 if you or someone taking loperamide
experiences any of the following:

1 Fainting

1 Rapid heartbeat or irregular heart rhythm
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T Unresponsiveness, meaning that you can’t wake
react normally

9 Healthcare professionals and patients are encouraged to report adesesds or side effects

related to the use of these products to the FDA's MedWatch Safety Information and Adverse

Event Reporting Program:

Complete and submit the report Onlineww.fda.gov/MedWatch/report

Download formor call 2800-332-1088 to request aeporting form, then complete and return to

the address on the praddressed form, or submit by fax te8D0-FDA0178

= =

SOURCHI.S. Food and Drug Administration (FDA)

[Updated06/13/2016]

Zecuity manufacturer Teva Pharmaceuticals has decided to temporarily suspend sales, marketing, and
distribution to investigate the cause of burns and scars associated with the Zecuity patch. Health care
professionals should discontinue prescribing Zecuity, and patients should stop using any remaining
patches and contact their prescribers for an alternative migraine medicine. Please referRedhe

Health Care Provider lettend the updateddrug Safety Commmicationfor more information.

ISSUEFDA is investigating the risk of serious burns and potential permanent scarring with the use of
Zecuity (sumatriptan iontophoretic transdermal system) patch for migraine headaches. Since marketing
of the Zecuity patctbegan in September 2015, a large number of patients have reported they
experienced burns or scars on the skin where the patch was worn. The reports included descriptions of
severe redness, pain, skin discoloration, blistering, and cracked skin. AstaRBguls investigating

these serious adverse events to determine whether future regulatory action is needed, and will update
the public with new information when the FDA review is complete.

BACKGROUNDhe Zecuity patch contains the active ingredient atriptan, a prescription medicine
used to treat acute migraine headaches in adults. The patch delivery system is designed to deliver a
dose of medicine by way of a singlee, batterypowered patch that is wrapped around the upper arm
or thigh. It shouldemain in place for no longer than four hours.

RECOMMENDATIORatients who experience moderate to severe pain at the Zecuity patch site should
immediately remove it to avoid possible burns or scarring, regardless of how long the patch has been
worn, and ontact your health care professional. Do not bathe, shower, or swim while wearing the
patch. Read the Patient Information leaflet and the Instructions for Use section in the drug label, and
talk with your health care professional if you have any questarreoncerns.

Health care professionals should advise patients who complain of moderate to severe pain at the
application site to remove the Zecuity patch immediately. Consider a different formulation of
sumatriptan or switch these patients to an altern&timigraine medicine. Evaluate patients and the
application site as needed.
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Healthcare professionals and patients are encouraged to report adverse events or side effects related to
the use of this product to the FDA's MedWatch Safety Information and Adizeesg Reporting
Program:
1 Complete and submit the report Onlineww.fda.gov/MedWatch/report
9 Download formor call 2800-332-1088 to request a reporting form, then complete and return to
the address on the praddressed form, or submit by fax te8D0-FDA0178

SOURCHI.S. Food and Drug Administration (FDA)

[Posted 6/14/2016]

ISSUEFDA has strengthened the existimgrning about the risk of acute kidney injury for the type 2

diabetes medicines canagliflozin (Invokana, Invokamet) and dapagliflozin (Farxiga, Xigduo XR). Based on
recent reports, we have revised the warnings in the drug labels to include information atate

kidney injury and added recommendations to minimize this risk.

BACKGROUNIanagliflozin and dapagliflozin are prescription medicines used with diet and exercise to
help lower blood sugar in adults with type 2 diabetes. They belong to a classysfahlled sodium

glucose cotransporte? (SGLT2) inhibitors. Canagliflozin and dapagliflozin lower blood sugar by causing
the kidneys to remove sugar from the body through the urine.

From March 2013, when canagliflozin was approved, to October 2015€g€Bied reports of 101
confirmable cases* of acute kidney injury, some requiring hospitalization and dialysis, with canagliflozin
or dapagliflozin use (sderug Safety Communicatidar the Data Summary). This number includes only
reports submitted to FD/so there are likely additional cases about which we are unaware.

RECOMMENDATIONealth care professionals should consider factors that may predispose patients to
acute kidney injury prior to starting them on canagliflozin or dapagliflozin. These endkaieased

blood volume; chronic kidney insufficiency; congestive heart failure; and taking other medications such
as diuretics, blood pressure medicines called angiotensinconverting enzyme (ACE) inhibitors and
angiotensin receptor blockers (ARBs), andsteroidal antiinflammatory drugs (NSAIDs). Assess kidney
function prior to starting canagliflozin or dapagliflozin and monitor periodically thereafter. If acute
kidney injury occurs, promptly discontinue the drug and treat the kidney impairment.

Patientsshould seek medical attention immediately if they experience signs and symptoms of acute
kidney injury. This is a serious condition in which the kidneys suddenly stop working, causing dangerous
levels of wastes to build up in the body. Signs and symptifrasute kidney injury may include

decreased urine or swelling in the legs or feet. Patients should not stop taking their medicine without
first talking to their health care professionals. Doing so can lead to uncontrolled blood sugar levels that
can be hamful. Read the patientedication Guide/ou receive with your canagliflozin or dapagliflozin
prescriptions. It explains the benefits and risks associated with the medicine.

Healthcare professionals and patients are encouraged to report adverse eveldg @ffects related to
the use of these products to the FDA's MedWatch Safety Information and Adverse Event Reporting
Program:
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1 Complete and submit the report Onlineww.fda.gov/MedWatch/report
1 Download formor call 2800-332-1088 to request a reporting fo, then complete and return to
the address on the praddressed form, or submit by fax te8D0-FDA0178

SOURCHI.S. Food and Drug Administration (FDA)
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STUDIES and RECENT TOPICS

June 7, 2016
By Ariana Eunjung Cha

British scientists took a major step toward bringing perdimeal medicine to mental healthn Tuesday,
announcing that they developed a blood test that can accuygbeedictwhether you'll respond to the
conventional, ommonly pescribed antidepressants on tmearket.

Sourcewashingtonpost.com

June 7, 2016

A U.S. advisory panel recommended approving Teva Pharmaaidntiustries Ltd's longactimgpioid
painkiller, Vantrela ER, saying datawskd it has some abusesistantproperties.

The drug is designed for use every 12 hours for the pameent of pain severe enough tequire
aroundthe-clock treatment in patients who haveot derived enough benefirdm other treatments.

Sourcereuters.com

June 8, 2016
American Osteopathic Association

STRATFORD, MJresearch team, led by Dr. Robert Niagieom Rowan University School of
Osteopathic Medicine and Durin Technologies, Inc. ama®unced the development ofldood test that
leverages the body's immune responseteysto detect an early stage éfizheimer's diseasereferred
to as the mild cognitiy impairment (MCI) stagewith unparalleled accuracy. In a "proof of concept"
study nvolving 236 subjects, the tedemonstrated an overall accuracy, sensitivity andc#jpety rate of
100 percent iridentifying subjects whose MCI was actually caused by an si@de of Alzheimés
disease.

Sourceeurekalert.org

June 8, 2016

Scientists say most antidepressants don't work faldcen or teenagers with majatepression, some
may be unsafe, and the quality of evit® about these drugs is so bk researchers cannot be sure if
any are truly effective or safe.
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In the biggest analysis yet conducted of previously publistedies, researchers studied 14
antidepressants and found only one drug that seemed to be lisefu

Sourceap.org

June 9, 2016

Threequarters of emergency room patients who receiatibiotics to treat suspectedexually
transmitted diseases (STDs) tested negative foiintfections, a new studghowed."We have to find

the appropriate balance between gettirpeople tested and treated f@TDs, but not prescribing
antibiotics to patients who da@t need them," said researché&aren Jones, an infection preventionist at
St. John Hospital & Medica¢@er in Detroit.

Sourceforbes.com

June 10, 2016

The Food and Drug Administratihas approved a reduced weidhmit for children and adolescents
with HI\A1 being treatedvith dolutegravir, ViiV Healthcasnnounced Friday.

The new weight limit for the X@and 25mg oral tablets is ow at least 30 kg, down from &ast 40 kg
for patients ages 6 to less than 12 years. The drug will comtio be availablén pediatric patents who
are treatment naive or previaly treated who meet the weighimit and have not been treated with an
integrase inhibitor.

Sourced rugstorenews.com

June 14, 2016

Lowdose aspirin is aafe and probably benefidiaption for preventing adverseardiovascular events in
patients with systemic lupusrgthematosus (SLE), researchsuggested, but more robust investigation
may be needed to effect widespreadagticechange.

Source:medpagetoday.com

June 14, 2016

Longacting opioids are associated with a signifidpiticreased risk of death wheompared with
alternative medications for moderat®-sevee chront pain, according to ¥anderbilt study released
today in JAMA.
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Not only did longacting opioids increase the risk of uninteral overdose deaths, but theyere also
shown to increase mortality from cardiorespiratory events and ottaises.

Sourcemedicalxpress.com

June 152016

Antiviral therapy can prevent pregnant women with hepatitis B (HBV) from passing théovihesr
infants, researchers reported.

In a randomized trial, HBpbsitive women whaot tendovir disoproxil fumarate (TDWNjread) for HBV
during their pregnhancy were significantly leikely to have a high viral loadhen their infants were
born, according to Calvin PanOylof NYU School of MedicineNiew York Cit, and colleagues.

Sairce:medpagetoday.com

June 16, 2016

Advanced lung cancer patients who took Merck & Co Inc's Keytrmchunoeoncology medicine in a
large trial and were previously untreated went longer withtheir disease worsening and showed a
survival advantage over those given standard chemotherapy, the drugmaker said on Thursday.

Sourcereuters.com

June 16, 2016

A Washington State University reseler has found that statin drugs can dramatically lower the risk of
infections in stroke patients. Doug Weeks, an adjunct professor in the Elson S. Floyd College of Medicine
and director of research at St. Luke's Rehabilitation Institute, analyzed thedeegbmore than 1,600
hospitalized patients who suffered an ischemic stroke and found statins reduced the risk of infection by
58 percent. Ischemic strokes are due to blockage of a vessel that supplies blood to the brain. His findings
appear online this mnth in the Journal of Stroke and Cerebrovascular Diseases.

Sourceinfectioncontroltoday.com
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June2l, 2016

An existing osteoporosis drug has been found to halt the growth of breasecaalts, and researchers
are now investigating its potential as a new treatment for hitgk women.

The drug, called denosumab, could one day be prescribed as a preventative breast cancer treatment for
women with mutations in the BRCAL genghichfamously gave Angelina Jolie an estimated 87 percent

risk of breast cancer and a 50 percent risk of ovarian cancer.

Source:sciencealert.com

June 23, 2016

Novartis has some nefntresto data to add to its case. Researchers crunched numbers on U.S. heart
failure patients and associated spending to show that Entresto is a®ffestive as the standard

generic treatment enalapril. The kicker? Using Entresto in all patients tikbnefit would save 28,484
lives per year.

Sourcefiercepharma.com

June 23, 2016

Drug monitoring programs appear to help reduce deaths from prescription painkillezd oglioids, a
new studyfinds.

In an effort to curb overdose deaths from powerful painkillers such as OxyContin and Vicodin, all states
except Missouri have implemented prescriptidrug monitoring programs to track higfsk patients

and prescription providers. But there halkeen conflicting findings about the effectiveness of these
programs.

Source:healthday.com
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June 23, 2016

Antipsychotics are tied to a higher risk of movement disorders in both depressed and scigoph
patients, researchers reported here.

In a crosssectional study, being on typical antipsychotics carried an increased risk of movement

disorders in both schizophrenic (OR 3.4, 95% CI 1.2 to 9.8) and depressive patients (OR 6.1, 95% CI 2.4 to
15.3),according to Santiago Pereforet, MD, of the National Research Council in Buenos Aires, and
colleagues.

Source:medpagetoday.com

June 27, 2016

A $30,000 price tag for cancer drug therapy that extdifdonly a few weeks is understandably

alarming. But a $2,000 price tag for all childhood vacciresedited with eradicating smallpox,

preventing a million or more cases of other diseases and averting thousands of deaths eaehiyyaar
bargain. In fat; the price of childhood vaccines may be too low for our own good because it contributes
to shortages.

Source:nytimes.com

June 27, 2016

Harvard Pilgrim Health Care has negotiated carigdor a pair of massarket medicines that will base
the insurer’s costs on the drugs’ effectiveness. T
Entresto, a heart failure treatment from Swiss drug maker Novartis AG, and Trulicity, a diabetes drug

from Eli Lilly and Co

Sourcebostonglobe.com

June 30, 2016

Anyone who's helped care for an aging loved knews that managing their daityedications can be a
challenge.
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Now, new research suggests that the problefmissed pi88 rises with age and failimgemory,
especially for men.

The problem can have serious consequenties study's lead author noted.

Source:healthday.com

July6, 2016
A blood test can tell patients i f they’ve won the

That's according to a s tlahbsyopkins Urdversity iotheS., whaiusedlu st r a |
a technique called a liquid biopsy to test thiwod of 230 people undergoirsurgery for colon cancer
and found they could predict whicones were likely to see theiumors return.

Sourceitechnologyreview.com

July 6, 2016

The latest atdy of medicine prices finds U.S. inssfespending oexpensive prescription drugs nearly
quadrupled from 208 through 2014, when the numberf such prescriptions filled tripled.

Spending on expensive "specialty" drugs by commeiridakance plans jumpkfrom 11percent of
spending on all prescriptions filled in 2003 to 43 percent in 2014, according giutlg, published
Wednesday by the journal Healthfaifs. Meanwhile, the number gfrescriptions for specialty drugs
rose from 0.6 percent of presiptions filled in 2003 to 1.8ercent in 2014.

Source:nytimes.com

July 6, 2016
AJHP Projects 11 to 17 Percent Rise in Hospital & Clinic Drug Expenditures in 2016

A sharp rise in prescription medication pricesdriven by theintroduction of new, expensivepecialty
medications and huge increases in the cadtelder drug products with fewompetitors—drove an
11.7 percent increase in spending medications in @15, accordingo a new report published in AJHP
(American Journal ofd#lth-System Pharmacy). AJHRhis peerreviewed, scholarly publication of
ASHP (Aerican Society of HeakBystem Pharmacists).

Source:ashp.org
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July 11, 2016

President Barack Obama has written a game plan orttheate for the next presidenincluding a
crackdown on prescription drug pgs that may cut pharmaceuticmla nuf act ur er s’ prof it e

In a first for asitting president, the Journal of the American Medical Associgiitblished acholarly

article on Monday by "Barack Obama, J.bdttexamines the passage of lasdmark health law, the

Affordable Care Act, and proposksure improvements to the U.$Bealth care system. Obama wrote

that a governmentun insurance g@n, the secalled* publ i ¢ option,” should be m
Americansduying coverage in parts of tleduntry where competition is limited, and that subsidies

reduce insurance premiunis Obanacare should be more generous.

Source:bloomberg.com

July 12, 2016

Couples in which one partner is Hdgsitive have a low risf transmitting the disease the infected
partner ison antiretroviral drugs, a new study found, even if they are rgihg condoms.

Sourcestatnews.com

Jul 13, 2016

Adding the cheap antipsychotic drug olanzapine to coneaati antivomiting medicine cahelp

prevent nausea in cancer patients, accordingtoew test of 380 volunteerfuring the first 24 hours
after chemotherapy, 74 percemtf patients receiving the druglong with their chemotherapy reported
no nauseaThat compares to 48mong thosegetting placebo. The benefits continued for five days as
the drug therapy continued.

Sourcereuters.com
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RECALLS

Product Type  Product Description Code Info Class Reason for Recall Recalling Firm
CLASS

Thin and Slim Fataway

Ultimate Stack with Marketed Without an

Chromium, packaged Approved NDA/ANDA:

per 120 capsules. ) FDA sampling confirmed

Drugs Distributed by Dale H UPC 853002003023 Class | the presence of Salicylic Novacare, LLG
Enterprises Inc. acid indietary
Lewisburg, PA 17837, supplements.
www.fataway.org.

The People's Chemist
mg:mg Feﬁif%?jly Lega Marketed Without an

ger ’ Approved NDA/ANDA:
packaged in 90 capsule FDA sampling confirmed

Drugs | containers. UPC 79357390266 Class | Pling contirmed - \ovacare, LLG

the presence of Salicylic
Manufactured by TPC, S
LLC acid in dietary
www.thepeopleschemist supplements.
.com.
Thin and Slim MaxOut
Body Max Out FX Fat
B:cr:rllzr ;vét?ni%r;?giﬁers Marketed Without an
P 9 Approved NDA/ANDA:
of 60 capsules. FDA sampling confirmed

Drugs Distributed by unknown Class | Pling L Novacare, LLC|

the presence of Salicylic
Teamtrade, Inc., Ft. acid in dietar
Lauderdale, FL-866- supplements y
MaxOut PP '
www.MaxOutBODY .con|
MetaPro 360 Metabolic Marketed Without an
Accelerator Dietary Approved NDA/ANDA:

Drugs | Supplementpackagedin b ca766711459] Class| | DA SamPling confirmed oo e 110
120capsule containers. the presence of Salicylic
www.metapro360.com acid in dietary
877-7787509. supplements.

-ll\-lr:)'vr:/ aD?gt;“m Burn Fat Marketed Without an
Y . Approved NDA/ANDA:
Supplement packaged if ) :
. FDA sampling confirmed
Drugs 90 capsule containers. unknown Class | Lo Novacare, LLC
] the presence of Salicylic
http://www.secretsofhe A
. acid in dietary
rbs.com. Made in the supplements
USA. PP :
The $ore Thin and Slim Marketed Without an
Thermogenic Fat Burnet Approved NDA/ANDA.:
Drugs Dietary Supplement UPC 020025500094 Class| | FDA sampling confirmed| Novacare, LLC

packaged in 90 capsule
containers. Distributed

the presence of Salicylic
acid in dietary
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Product Type

Product Description

Code Info Class Reason for Recall Recalling Firm

by The Store 2050 E. supplements.
6200 S., Holladay, UT
84121, The Store
Holliday, 4695
S.Holladay Blvd,
Holladay, UT 84117, Th
Store Midway, 42 W.
Main StreetMidway, UT
84049.
Marketed Without an
Approved NDA/ANDA:
Drugs TruTrim (product not unknown Class | FDA sampling confi.rmgd Novacare, LLG
labeled) the presence of Salicylic
acid in dietary
supplements.
Thin and Slim Naturally
;&eg:;slg fgﬁl\éﬁt Marketed Without an
4 Approved NDA/ANDA:
packaged in 90 capsule FDA sampling confirmed
Drugs containers. Distributed | UPC 63768701900] Class | L Novacare, LLC|
the presence of Salicylic
by TSN Labs Inc.(P. acid in dietary
Box 38, Midvale, UT supplements
84047, 1800-769-7290, '
www.tsn2000.com
Thin and Slim Extreme
Stack FeBurner Dietary Marketed Without an
Supplement packaged ir Approved NDA/ANDA.:
90 capsule containers. ] FDA sampling confirmed
Drugs TSN Labs Inc., P.O. Boy UPC 63768701913]  Class | the presence of Salicylic Novacare, LLC
38, Midvale, UT 84047, acid in dietary
1-800-769-7290, supplements.
www.tsn2000.com
Asia Black 25 Ephedra
Extreme Fat Burner Marketed Withoutan
Potent Dietary Approved NDA/ANDA:
Supplement packaged ir FDA sampling confirmed
Drugs ; UPC 859613274224 Class | - Novacare, LLC
100 capsule containers. the presence of Salicylic
Distributed by Cloma acid in dietary
Pharma Laboratories, supplements.
Samford, CT 06902.
Black Widow 25 Ephedr|
Super Potent Fat Burnel Marketed Without an
Dietary Supplement Approved NDA/ANDA.:
Drugs | Packaged in 100 capsuld b geqq1375005(  Class | | FDA Sampling confirmed o e 10
containers. Distributed the presence of Salicylic
by Cloma Pharma acid in dietary
Latoratories, Samford, supplements.
CT 06902.
Methyldrene Original 25 Marketed Without an
Drugs Ephedra ECA Stack UPC 85961363849¢ Class | Approved NDA/ANDA: Novacare, LLC
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Product Type

Product Description

Code Info

Class

ExtraPotent Fat Bumer
Dietary Supplement
packaged in 100 capsul¢
containers. Distributed
by Cloma Pharma
Laboratories, Samford,
CT 06902.

FDA sampling confirmed
the presence of Salicylic
acid in dietary
supplements.

Reason for Recall Recalling Firm

Xcellerator (product not

Marketed Without an
Approved NDA/ANDA.:
FDA sampling confirmed

Drugs labeled) unknown Class | the presence of Salicylic Novacare, LLC
acid in dietary
supplements.
0.9% Sodium Chloride
Injection, L8P, 250 mL Presence of Particulate
VIAFLEX Plastic Matter: Confirmed Baxter
Container Bag, Rx Only,| Lot # C980227; Exg customer compliants of
Drugs Class | L : . Healthcare
Manufactured by Baxter 11/16 finding an insect flating
. . . . Corp.
Healthcare Corporation, in the primary container
Deerfield, IL 60015, ND( of each product.
0338004902
Dextrose
Injection,USP,70% 200C
mL VIAFLEX Plastic
Container Bag, Presence of Particulate
Pharmacy Bulk Package Matter: Confirmed Baxter
Drugs Not For Direct Infusion, | Lot # C985150; Exp Class | customer compliants of Healthcare
Must Be Diluted, Rx 07/16 finding an insect floating Corp
Only, Manufactured by in the primary container '
Baxter Healthcare of each product.
Corporation, Deerfield,
IL 60015, NDC 0338
071906
Marketed Without An
Approved NDA/ANDA:
Tainted Product
Marketed As a Dietary
Supplement: Products
FUEIUP PLUS, capsule )
were found to be tainted
a) l-count package, b)-5 )
count bottle, c) 16count with undeplared .
Drugs bottle ' Exp. 12/18 Class | .rllydroxyﬂ:lohomofsndenaf Reesna, Inc
il, an analogue o
\l\/AVWW.FUELUPPILLS.C Sildenafil, an FDA
approved drug for the
treatment of male
Erectile Dysfunction (ED)
making them unapproved
new drugs.
Drugs FUEL UP HIGH OCTAN Exp. 12/18 Class | Marketed Without An Reesna, Inc

capsules, a)-tount

Approved NDA/ANDA.:
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Product Type

Product Description

package, b) &ount
bottle, c)10-count

bottle
WWW.FUELUPPILLS.C
M

Code Info Class Reason for Recall Recalling Firm

Tainted Product
Marketed As a Dietary
Supplement: Products
were found to be tainted
with undeclared
hydroxythiohomosildenaf
il, an analogue of
Sildenafil, an FDA
approved drug for the
treatment of male
Erectile Dysfunction (ED)
making them unapproved
new drugs.

Asset BOLD Capsules,
500 mg, 66count
bottles, Distributed by

Marketed Without An
Approved NDA/ANDA:
tainted product marketed
as a dietary supplement.
Product found to be
tainted with undeclared
sibutramine, an appetite
suppressant that was
withdrawn from the US

Bee Extremely

Drugs Descor, LLC Alllots Class | market for safety reason§ Amazed LLC
www.assetcapsules4u.c and phenolphthalein, an
om ingredient found in over
the-counter laxative
products that was
withdrawn from the US
market due to concerns
of carcinogenicity, making
it an unapproved drug.
Marketed Without An
Asset extreme+PLUS Approved NDA/ANDA:
tainted product marketed
Capsules, 500 mg, 30 .
count bottles as a dietary supplement.
L ' Product found to be
Distributed by Descor, . )
tainted with undeclared Bee Extremely
Drugs LLC All lots Class | : : :
sibutramine, an appetite Amazed LLC
www.assetcapsules4u.c
suppressant that was
om .
. withdrawn from the US
www.allnaturalbeeliever
market for safety reasons
s.com A
making it an unapproved
drug.
EVOLVE BEE POLLEN Marketed Without An
Capsules, 250mg, 60 Approved NDA/ANDA:
count bottles, tainted product marketed Bee Extremel
Drugs Manufactured for 2637 All lots Class | | as a dietary supplement. y

E. Atlantic Blvd,
Pompano Beach, Floridg
33062

Product found to be
tainted with undeclared

sibutramine, an appetite

Amazed LLC
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Product Type

Product Description

Code Info

Class Reason for Recall Recalling Firm

WWW.BEEEXTREMEL]
MAZED.COM

suppressant that was
withdrawn from the US
market for safety reasons
and phenolphthatin, an
ingredient found in over
the-counter laxative
products that was
withdrawn from the US
market due to concerns
of carcinogenicity, making
it an unapproved drug.

Drugs

Infinity Capsules, 500
mg, 3Gcount bottle,
Manufactured for Floyd
Nutrition

All lots

Class |

Marketed Without An
Approved NDA/ANDA:
tainted product marketed
as a dietary supplement.
Product found to be
tainted with undeclared
sibutramine, an appetite
suppressant that was
withdrawn from the US
market for safety reasons
making it an unapproved
drug.

Bee Extremely
Amazed LLC

Drugs

Jenesis Capsules, 350
mg, 60count bottles,
Manufactured for
Timeless Solutions 181(
E. Sahara Ave #100 Las
Vegas, Nevada 8940

All lots

Class |

Marketed Without An
Approved NDA/ANDA:
tainted product marketed
as a dietary supplement.
Product found to be
tainted with undeclared
sibutramine, an appetite
suppressant that was
withdrawn from the US
market for safety reasons
and phendphthalein, an
ingredient found in over
the-counter laxative
products that was
withdrawn from the US
market due to concerns
of carcinogenicity, making
it an unapproved drug.

Bee Extremely
Amazed LLC

Drugs

La' Trim Plus Capsules,
350 mg, 6&ount
bottles, Manufactured
for: MWN Health 37 N
Orange Ave Suite 500
Orlando, FL 32801 (407]
9304043

All lots

Class |

Marketed Without An
Approved NDA/ANDA.:
tainted product marketed
as a dietary supplement.
Product found to be
tainted with undeclared
sibutramine, an appetite
suppressant that was
withdrawn from the US

Bee Extremely
Amazed LLC
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Product Type

Product Description

market for safety reasons
and phenolphthalein, an
ingredient found in over
the-counter laxative
products that was
withdrawn from the US
market due to concerns
of carcinogenicity, making
it an unapproved drug.

Code Info Class Reason for Recall Recalling Firm

Drugs

Oasis Capsules, 500mc
45-count bottles,
Manufactured for: MWN
Healh 37 N Orange Ave
Suite 500 Orlando FL
32801 (407)9321043

All lots

Class |

Marketed Without An
Approved NDA/ANDA:
tainted product marketed
as a dietary supplement.
Product found to be
tainted with undeclared
sibutramine, an appetite
suppressant that was
withdrawn from the US
market for safety reasons
and phenolphthalein, an
ingredient found in over
the-counter laxative
products that was
withdrawn from the US
market due to concerns
of carcinogenicity, making
it an unapproved drug.

Bee Extremely
Amazed LLC

Drugs

Prime Capsules, 500mg
60-count bottles,
Distributed By Zagonfly
3129 25th St. #392
Columbus, IN 47203

All lots

Class |

Marketed Without An
Approved NDA/ANDA:
tainted product marketed
as a dietary supplement.
Product found to be
tainted with undeclaed
sibutramine, an appetite
suppressant that was
withdrawn from the US
market for safety reasons
and phenolphthalein, an
ingredient found in over
the-counter laxative
products that was
withdrawn from the US
market due to concerns
of carcinogenicity, mahig
it an unapproved drug.

Bee Extremely
Amazed LLC

Drugs

SlimeX15 Capsules, 15
mg, 3Gcount bottles,
Marketed by: Signature
Pharmaceuticals Ltd.
MUMBA}400-030

All lots

Class |

Marketed Without An
Approved NDA/ANDA:
tainted product marketed
as a dietary supplement.
Product found to be

Bee Extremely
Amazed LLC
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Product Type

Product Description

Recalling Firm

Manufactured in India
by: HAB Pharmaceutical
& Research Limited 10
Pharma City, SIDCUL,
Selaqui, Dehradun, 248
197

Code Info

Reason for Recall

tainted with undeclared
sibutramine, an appetite
suppressanthat was
withdrawn from the US
market for safety reasons
making it an unapproved
drug.

SLIM TRIM U Capsules,
250mg, 66count

Marketed Without An
Approved NDA/ANDA.:
tainted product marketed
as a dietary supplement.
Product found to be
tainted with undeclared

Bee Extremely

Drugs bottles, Manufactured Alllots Class | sibutramine, an appetite Amazed LLC
for Floyd Nutrition suppressant that was
withdrawn from the US
market for safety reasons
making it an unapproved
drug.
Marketed Without An
Ultimate Formula Approved NDA/ANDA:
Capsules, 250mg, 48 tamteq product marketed
count bot'EIes, ’ as a dietary supplement.
Manufactured for: Zi Xiu Prpduct fgund to be
tainted with undeclared Bee Extremely
Drugs Tang Success, LLC All lots Class | : : :
Trexlertown. PA 18087 sibutramine, an appetite Amazed LLC
USA ' ' SL_Jppressant that was
www.zixiutangsuccess.¢ withdrawn from the US
om market for safety reasons
making it an unapproved
drug.
Marketed Without An
Approved NDA/ANDA:
tainted product marketed
as a dietary supplement.
Product found to be
tainted with undeclared
fluoxetine, an FDA
XCEL Capsules, 300 mg approved drug used t_o
60-count bottles ] treat depression, anxiety, Bee Extremely
Drugs ' All lots Class | | panic attacks, obsessive

Manufactured forJINS
Health

compulsive disorder, or
bulimia and
phenolphthalein, an
ingredient found in over
the-counter laxative
products that was
withdrawn from the US
market due to concerns

of carcinogenicity, making

Amazed LLC
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Product Type

Product Description

Class

Recalling Firm

Code Info

Reason for Recall

it an unapproved drug.

XCEL ADWCED
Capsules, 350mg, 60

Marketed Without An
Approved NDA/ANDA:
tainted product marketed
as a dietary supplement.
Product found to be
tainted with undeclared
phenolphthalein, an

Bee Extremely

Drugs count bottles, Alllots Class | ingredient foundin over Amazed LLC
Manufactured for INS .
the-counter laxative
Health
products that was
withdrawn from the US
market due to concerns
of carcinogenicity, making
it an unapproved drug.
Marketed Without An
Approved NDA/ANDA:
tainted product marketed
as a dietary supplement.
Z1 XIU TANG BEAUTY Product found to be
Druas FACE & FIGURE All lots Class | tainted with undeclared Bee Extremely
g Capsules, 250 mg, 60 sibutramine, an appetite Amazed LLC
count bottles suppressant that was
withdrawn from the US
market for safety reasons
making it an unapproved
drug.
fentaNYL citrate in 0.9%
Sodium Chloride
Injection, 10 mcg/1 mL
(20 meg/mL), in 1 mL .
Drugs Syringe, Rx Only, LOtg' /2(2)?145 exp Class | | Submtent Drug C?:r:)trr:”aarug
Cantrell Drug Co., Little pany
Rock, AR--NDC 52533
02445, UPC:
0100352533024450
Atropine Sulfate a) Lots: 149690, exy
L . 9/14/15 and
Injection Solution, 0.4
mg/1 mL (0.4 mg/mL) 151665, exp
in%) 1mL §yrin§es ar;d 11/5/15 and ' b)
Drugs b) 2 mL syringes, Rx LOtS:_l49198’ exp Class | | Subpotent Drug Cantrell Drug
9/3/15; 151454, exp Company
Only, Cantrell Drug Co., )
. 9/14/15; 151668,
Little Rock, AR-NDC exp 11/5/15 and
52533010-45, UPC: f51962 oo
0100352533010453 11/11/15
fentaNYL Citrate 1
MCG/mL in 0.9% Sodiut Lot: 150125, Cantrell Drug
Drugs Chloride Injection, in 3 12/19/15 Class || Subpotent Drug Company

mL Syinge, Rx Only,
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Product Type

Product Description

Code Info Class Reason for Recall

Recalling Firm

Cantrell Drug Co., Little
Rock, AR--UPC:
9999992131

Drugs

fentaNYL CITRATE 25
mcg/mL in 5%
DEXTROSE Injection, in
mL Syringe, Rx Only,
Cantrell Drug Co., Little
Rock &R---UPC:
9999993301

Lot: 151142, exp
10/22/15

Class |

Subpotent Drug

Cantrell Drug
Company

Drugs

fentaNYL citrate in 0.9%
Sodium Chloride
Injection, 5 mcg/1 mL (5
mcg/mL), ina) 1 mL
syringe (NDC 5253314
45, UPC:
0100352533214455) ani
b) 3 mL syringéNDC
5253321460, UPC:
0100352533214608), R}
Only, Cantrell Drug Co.,
Little Rock, AR

a) Lots: 148292, ex|
11/9/15 and
150610, exp 1/6/16
and b) Lots: 6208,
exp 9/16/15 and
6851, exp 1/19/16

Class |

Subpotent Drug

Cantrell Drug
Company

Drugs

fentaNYL CRATE 4
MCG/mL in 0.9%
SODIUM CHLORIDE
Injection, in 1 mL
Syringe, Rx Only,
Cantrell Drug Co., Little
Rock, AR-- UPC:
9999993491

Lot: 150370, exp
1/2/16

Class |

Subpotent Drug

Cantrell Drug
Company

Drugs

fentaNYL Citrate 50
mcg/mL in Sterile Water
for Injection, packaged
in 2 mL syringe, Rx Only
Cantrell Drug Co., Little
Rock, AR--NDC 52533
07416, UPC:
0100352533074165

Lot: 6324, exp
10/11/15

Class |

Subpotent Drug

Cantrell Drug
Company

Drugs

Zero Xtreme High
Performance Fat Burner|
capsules, 3@ount

bottle, Distributed by
Xtreme Z Distributors,
Inc., Miami, FL 33180

Lot 1220062085,
Exp. 09/16

Class |

Marketed Without an
Approved NDA/ANDA:
FDA sampling and
analysis confirmed the
presence of sibutramine
and
desmethylsibutramine.

XTREME Z
DISTRIBUTGR
INC

Drugs

CAPRBIOTIN 100 MG, Ry
Only, Compounded by
RELIABLE
COMPOUNDING

PHARMACY, 801 Irving

All lots
compounded
between
03/24/2015 and

03/24/2016 and

Class |

Labeling: Label Mikp:
Products labeled Biotin
100 mg found to contain
4-aminopyridine

Reliable Rexall
A
Compounding
Pharmacy
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Product Type

Product Description

St., SAN FRANCISCO, |
94122.

Code Info Class Reason for Recall Recalling Firm

within expiry.

PHENYLephrine 1 mg/1
mL (100 mcg/mL) in
0.9% Sodium Chloride,
10 mL syringe, package|
in 24 syringes per case,

Lot #: 143170, Exp

Labeling: Label Error on
Declared Strength.
Product has correct label
on the syringe and the

QuVa Pharma,

Drugs Rx only, Healix Infusion Class | | case but some units are
Therapy Inc, 1075 W 4/15/2016 incorrectly labeled as .4 Inc.
Park One Dvie, Suite mg/10 nL (40 mcg/ml) on
200, Sugar Land Texas the light protective
77478, Product Code: overwrap of each syringe
75901:120535.
Magnesium Sulfate Inj.,
USP 50%, 10 g/20 mL
(0.5 g/mL), (4 mEq Lot #: 50343-DK*,
Magnesium/mL, 20 mL Exp 01FEB2017; Presence of Particulate
Singledose vial, note that the lot Matter: Confirmed
Drugs packaged in 25 vials peif number may be Class | | customer complaint for Hospira Inc.
box, Rx Only, Hospira, followed by the presence of
Inc., Lake ForestL numbers from 01 to particulate matter.
60045, NDC 0402168 99.
02, barcode (01) 2
030409 216802 5.
CLASS I
LGDXtreme (ligandrol
LGDB4033),capsules, 3 Marketed Without An Invisiblu
mg, 98count bottle, Lot # 21511166, Ex| Approved NDA/ANDA: :
Drugs Class Il . International
Manufactured for 11/18 Contains aunapproved LLC
Continuum Labs, Fort drug, ligandrol LGR2033
Lauderdale, FL
0.9% Sodium Chloride a
500 mL b) 2000 mL and Baptist Health
¢) 3000 mL bags, FOR | All product Medical Towers
Drugs USE ONLY, Baptist remaining within Class Il | Lack of Sterility Assuranc, Pharmacy and
Health Medical Towers expiry Infusion
Pharmacy & Infusion, Services
Little Rock, AR
1/2 Normql Saline 2000 Baptist Health
mL + Sodium Acetate 8¢ All product . Medical Towers
Drugs MEg., FOR IVUSE ONL remaining within Class Il Lack of Sterility Pharmacy and
Baptist Health Medical ; Assurance. :
expiry. Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
0% !Ethanelock . Baptist Health
Solution, 2 mL Syringe, .
All product Medical Towers
Drugs FOR. IV USE ONLY.’ remaining within Class Il | Lack of Sterility Assuranc| Pharmacy and
Baptist Health Medical h .
Towers Pharmacy & expiry Infuglon
Services

Infusion, Little Rock, AR
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Product Description

Code Info Class Reason for Recall Recalling Firm

Ascorblg Acid 500 mg (1 Baptist Health
mL) Syringe, FOR IV US .
: All product Medical Towers
ONLY, Baptist Health L Iy .
Drugs . remaining within Class Il | Lack of Sterility Assuranc, Pharmacy and
Medical Towers h :
. expiry Infusion
Pharmacy & Infusion, Services
Little RockAR
Cefazolin 6 grams in 29/ .
mL 0.9% NS bags, FOR Baptist Health
. All product Medical Towers
Drugs USE ONLY, Baptist remaining within Class Il | Lack of Sterility Assuranc, Pharmacy and
9 Health Medical Towers g y cy
g expiry Infusion
Pharmacy & Infusion, Services
Litle Rock, Arkansas
Ceftriaxone 1 gram Add
Vantage in a) 50 mL anc Baptist Health
b) 100 mL 0.45% NS All product Medical Towers
Drugs bags, FOR IV USE ONL| remaining within Class Il | Lack of Sterility Assuranc Pharmacy and
Baptist Health Medical expiry Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
Ceftriaxone 2 gram Add
Vantage in 100 mL Baptist Health
0.45% 1§ bag, FOR IV All product Medical Towers
Drugs USE ONLY, Baptist remaining within Class Il | Lack of Sterility Assuranc Pharmacy and
Health Medical Towers expiry Infusion
Pharmacy & Infusion, Services
Little Rock, AR
Ceftriaxone 2 gram in .
100 mL 0.9% NS bags, Bap_nst Health
All product Medical Towers
Drugs FOR IV USE ONLY, remaining within Class Il | Lack of Sterility Assuranc, Pharmacy and
9 Baptist Health Medical g y cy
expiry Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
Clindamyai 900 mg in .
100 mL 0.9% NS bag, Baptist Health
All product Medical Towers
Drugs FOR IV USE ONLY, remaining within Class Il | Lack of Sterility Assuranc, Pharmacy and
9 Baptist Health Medical g y cy
expiry Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
D5 1/2 NS 1000 mL with Baptist Health
Electrolytes bag, FOR I\ .
. All product Medical Towers
Drugs USE ONLY, Baptist remaining within Class Il | Lack of Sterility Assuranc, Pharmacy and
9 Health Medical Towers 9 y cy
. expiry Infusion
Pharmacy & Infusion, Services
Little Rock, AR
Daptomycin 650 mg in .
50 mL 0.9% NS bag, FQ Bapist Health
; All product Medical Towers
IV USE ONLY, Baptist L " .
Drugs . remaining within Class Il | Lack of Sterility Assuranc| Pharmacy and
Health Medical Towers ] .
g expiry Infusion
Pharmacy & Infusion, Services
Little Rock, AR
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Code Info Class Reason for Recall Recalling Firm

Deferoxamine 2
grams/51 mL NS Baptist Health
cassette, FOR All product o MedicalTowers
Drugs SUBCUTAN.EOUS USE remaining within Class Il Lack of Sterility Pharmacy and
ONLY, Baptist Health ; Assurance. .
. expiry. Infusion
Medical Towers Services
Pharmacy & Infusion,
Little Rock, AR
Deferoxamine 4
grams/NS 101 mL Baptist Health
Cassette, FOR All product Medical Towers
Drugs SUBCUTAN.EOUS USE remaining within Class Il | Lack of Sterility Assuranc, Pharmacy and
ONLY, Baptist Health h :
. expiry Infusion
Medical Towers Services
Pharmacy & Infusion,
Little Rock, AR
Deferoxamine 3300
. All product Medical Towers
Drugs FOR SUBCUTAN.EOUS remaining within Class Il | Lack of Sterility Assuranc| Pharmacy and
USE ONLY, Baptist expiry Infusion
Health Medical Towers .
. Services
Pharmacy & Infusion,
Little Rock, AR
Dobutamine 2000
mcg/mL in a) D5W00
mL, b) D5W/50 mL, c) Baptist Health
D5W1000 mL, d) D5W All product Lack of Sterility Medical Towers
Drugs 1750 mL Bags, FOR IV | remaining within Class Il Assurance Pharmacy and
USE ONLY, Baptist expiry. ' Infusion
Health Medical Towers Services
Pharmacy & Infusion,
Little Rock, AR
Ertapenem 1 gram Add
Vantage in a) 50 mL anc Baptist Health
b) 100 mL 0.45% NS ba All product Lack of Sterility Medical Towers
Drugs FOR IV USBNLY, remaining within Class Il Pharmacy and
. . ; Assurance. .
Baptist Health Medical expiry Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
Hydromorphone 2
mg/mL (500 mg in 250 Baptist Health
mL NS) bag, FOR IV US| All product Medical Towers
Drugs ONLY, Baptist Health remaining within Class Il | Lack of Sterility Assuranc| Pharmacy and
Medical Towers expiry Infusion
Pharmacy & Infusion, Services
Little Rock, AR
Invanz 1 gram Add All product o Baptist Health
Drugs Vantage in 100 mL remaining within Class Il :asgﬁgni;e”“ty Medical Towers
0.45% NS bag, FOR IV expiry. ' Pharmacy and
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USE ONLY, Baptist Infusion
Health Medical Towers Services
Pharmacy & Infusion,
Little Rock, AR
Meropenem 2 grams in .
100 mL 0.9% NS bag, Baptist Health
All product Medical Towers
Drugs FOR IV USE ONLY, remaining within Class Il | Lack of Sterility Assuranc Pharmag and
g Baptist Health Medical g y y
expiry Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
Milrinone 200 mcg/mL
in a) D5W300 mL, b)
D5W400 mL, c) D5W Baptist Health
500 mL and d) D5W00 All product Medical Towers
Drugs mL Bags, FOR IV USE remaining within Class Il | Lack of Sterility Assuranc, Pharmacy and
ONLY, Baptist Health expiry Infusion
Medical Towers Services
Pharmacy & Infusion,
Little Rock, AR
Nafcillin 3 grams in 277 .
mL 0.9% NS bag, FOR | Baptist Health
. All product Medical Towers
Drugs USE ONLY, Baptist remaining within Class Il | Lack of Sterility Assuranc| Pharmacy and
9 Health Medical Towers g y d
. expiry Infusion
Pharmacy & Infusion, Services
Little Rock, AR
Nafcillin 12 grams in 322 .
mL 0.9% NS bag, FOR | Baptist Health
. All product Medical Towers
Drugs USE ONLY, Baptist remaining wihin Class Il | Lack of Sterility Assurancg Pharmacy and
9 Health Medical Towers g y cy
. expiry Infusion
Pharmacy & Infusion, Services
Little Rock, AR
PiperacillinTazobactam Baptist Health
9 grams/NS 302 mL .
All product Medical Towers
bags, FOR IV USE ONL| S L .
Drugs : : remaining within Class Il | Lack of Sterility Assuranc Pharmacy and
Baptist Health Medical ) :
expiry Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
PiperacillinTazobactam
10.125 grams/NS 307 Baptist Health
mL BAG, FOR IV USE All product Medical Towers
Drugs ONLY, Baptist Health remaining within Class Il | Lack of Sterility Assurancg Pharmacy and
Medical Towers expiry Infusion
Pharmacy & Infusion, Services
Little Rock, AR
PiperacillinTazobactam .
13.5 grams/NS 322 mL Baptist Health
All product Medical Towers
bag, FOR IV USE ONLY L " .
Drugs . : remaining within Class Il | Lack of Sterility Assuranc| Pharmacy and
Baptist Health Medical h .
expiry Infusion
TowersPharmacy & Services
Infusion, Little Rock, AR
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Remicade 600 mg in 25( .
mL 0.9% NS bag, FOR | Baptist Health
. All product Medical Towers
USE ONLY, Baptist L S -
Drugs : remaining within Class Il | Lack of Sterility Assuranc| Pharmacy and
Health Medicallowers ; :
. expiry. Infusion
Pharmacy & Infusion, Services
Little Rock, AR
Sodium Chloride 0.9%
1000 mL with Baptist Health
Electrolytes bag, FOR I\ All product Medical Towers
Drugs USE ONLBaptist remaining within Class Il | Lack of Sterility Assuranc, Pharmacy and
Health Medical Towers expiry Infusion
Pharmacy & Infusion, Services
Little Rock, AR
TPN 1, (amino acid 20%] .
2000 ml bag (140), FOR Baptist Health
. All product o Medical Towers
Drugs IV USE ONLY, Baptist remaining within Class Il Lack of Sterility Pharmacy and
9 Health Medical Towers 9 Assurance. cy
: expiry. Infusion
Pharmacy & Infusion, Services
Little Rock Arkansas
TPN 2, (amino acid 20%] .
2000ml bag (140), FOR Baptist Health
. All product Medical Towers
IV USE ONLY, Baptist T . o
Drugs : remaining within Class Il | Lack of Sterility Assuranc, Pharmacy and
Health Medical Towers h :
. expiry Infusion
Pharmacy & Infusion, Services
Little Rock Arkansas
Water forlnjection 1000 :
mL Bags, FOR IV USE Bapiist Health
. All product Medical Towers
ONLY, Baptist Health L S .
Drugs . remaining within Class Il | Lack of Sterility Assuranc, Pharmacy and
Medical Towers h :
. expiry Infusion
Pharmacy & Infusion, Services
Little Rock Arkansas
Vancomycin 500 mg in .
250 mL 0.9% NS bag, Baptist Health
All product Medical Towers
Drugs FOR IV USE ONLY, remaining within Class Il | Lack of Sterility Assuranc Pharmacy and
9 Baptist Health Medical g y cy
expiry Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
Vancomycin 750 mg in .
250 mL 0.9% NS bag, All product N?scﬂ: ?3\?\)25
Drugs FOR IV USE ONLY, remairr:in within Class Il Lack of Sterility Pharmacy and
9 Baptist Health Medical 9 Assurance. cy
expiry. Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
Vancomycin 1000 mg in .
250 mL 0.9% NS bag, Baptist Health
All product Medical Towers
FOR IV USE ONLY, T - .
Drugs . . remaining within Class Il | Lack of Sterility Assuranc Pharmacy and
Baptist Health Medical h )
expiry Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
Drugs Vancomycin 1250 mg in All product Class Il | Lack of Sterility Baptist Health
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250 mL 0.9% NS bags, | remaining within Assurance. Medical Towers
FOR IV USE ONLY, expiry. Pharmacy and
Baptist Health Medical Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
Vancomycin 1500 mg in .
270 mL 0.9% NS bag, All product I\Eﬁg ?g\?vlgr]s
Drugs FOR IV USE ONLY, remairr:in within Class Il Lack of Sterility Pharmacy and
g Baptist Health Medical g Assurance. d
expiry Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
Vancomycin 1750 mg in .
270 mL 0.9% NS bag,F( Bapiist Health
) All product Medical Towers
Drugs IV USE ONLY, Baptist remaining within Class Il | Lack of SterilitAssurance| Pharmacy and
g Health Medical Towers g cy
. expiry Infusion
Pharmacy & Infusion, Services
Little Rock, AR
Vancomycin 1 grams in .
250 mL 0.9% NS bags, Baptist Health
All product Medical Towers
Drugs FOR IV USE ONLY, remaining within Class Il | Lackof Sterility Assurancg Pharmacy and
9 Baptist Health Medical 9 y ¢y
expiry Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
Vancomycin 2 grams in .
540 mL 0.9% NS bags, All product I\?Sc?lg:\tl ?g\?vlgr]s
Drugs FOR IV USE ONLY, remair?in within Qass Il Lack of Sterility Pharmacy and
9 Baptist Health Medical 9 Assurance. cy
expiry. Infusion
Towers Pharmacy & Services
Infusion, Little Rock, AR
Sulfacetamide Sodium
Ophthalmic SoIL_mon, Lot# 5A17A, Expiry Lack _of.Assurance of_
USP, 10%, Sterile, Rx Sterility; some lots failed
06/16 Lot# 5K21A, L .
Drugs Only, 15 mL bottles, ; Class Il | Antimicrobial Akorn, Inc.
. Expiry 03/17 Lot# . .
Mfd. by: Akorn, Inc., 6A08A. Expiry 06/1] Effectiveness Testing on
Lake Forest, IL 60045 - EXPITY f stability
NDC 1747221-12
Nordltropl_n FlexPro Defective Delivery
Somatropin (rDNA )
T System; may have a low
origin) injection, 30 .
! Lot Number frequency assembly fault| Novo Nordisk
Drugs mg/3 mL Prefilled Pen, Class Il . .
. FC70222 which may reslt in pens Inc
Rx only, Novo Nordisk .
. block during the saalled
Inc., Plainsboro, NJ "air shot" ste
NDC 016970321 P
Coppertone SUNSCREE
LOTION, CLEARLY SHI
BROAD SPECTRUM SH Labeling; Product Baver Health
Drugs 50, 5 FL OZ (147mL), CV006V9, 2/2018 | Class Il | Contains Undeclared API gare LLC
OTC, Dist by: Bayer (Oxybenzone)
HealthCare LLC,
Whippany, NJ 07981-
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NDC 115233911, UPC
0004110000582

17-0H PROGESTERON
250MG/ML, packaged ir]

Lot #: 04262016:
87@3, Exp.
07/26/2016; Lot #:
03102016:72@38 ,

Lack of Assurance of
Sterility: FDA inspection

5mL vials, Rx only, Well Exp. 06/08,/2016; identified GMP violations well Carg
Drugs Care Compounding Lot # Class I potentially impacting Compounding
12222015:88@23, . Pharmacy
Pharmacy Las Vegas, N } product quality aul
Exp. 03/22/2016; I
89121 ) sterility.
Lot #:
02022016:73@27,
Exp. 05/03/2016
Lot #:
ALPHA LIPOIC ACID 01252016:40@3_1’ Lack of Assurance of
. Exp. 04/27/2016; o ) .
25MG/ML, packaged in . Sterility: FDA inspection
. Lot #: ; o A Well Care
5mL vials, Rx only, Well k identified GMP violations ;
Drugs . 03072016:78@19,| Classll . . . Compounding
Care Compounding g potentially impacting
Exp. 06/6/2016; Lot . Pharmacy
Pharmacy Las Vegas, N 4 product quality and
89121 0222201671@35, sterility.
Exp. 05/27/2016
Lot #: 03252016:11
@26, Exp.
ATROPINE SULFATE O 05/07/2016; Lot #: Lack ofAssurance of
Ophthalmic Drops, 04042016:28 @39, o . .
) ) Sterility: FDA inspection
packaged in 5mL Exp. 05/06/2016; identified GMP violations Well Care
Drugs droppers, Rx only, Well | Lot #: 02102016:00 Class I : . . Compounding
; potentially impacting
Care Compounding @22, Exp. roduct auality and Pharmacy
Pharmacy Las Vegas, N 03/24/2016; Lot gtemit quality
89121 #:02112016:08 Y.
@13, Exp.
03/16/2016
Lot #:
03302016:68@10,
ESTRADIOL CYPIONA] EXP-06/ 23_/ 2016; Lof Lack of Assurance of
10 MQ/ML, packaged in 03082016:83@38, .Stenlllt.y: FDA |ns.pect.|0n Well Care
5mL vials, Rx only, Well ] identified GMP violations :
Drugs . Exp. 06/06/2016;| Classll : : . Compounding
Care Compounding potentially impacting
Lot . Pharmacy
Pharmacy Las Vag, NV | . . product quality and
89121 #:02172016:37@51 sterilit
Exp. 5/17/2016; Lot Y:
#:2102016:80@55,
Exp.5/30/2016
ESTRADIOL VALERATI Lot #: Lack of Assurance of
10MG/ML, packaged in | 02022016:85@22 , Sterility: FDA inspection Well Care
1mL and 5mL vials, Rx | Exp.05/03/2016; Lot identified GVIP violations ;
Drugs i Class Il : . . Compounding
only, Well Care #: potentially impacting Pharmac
02242016:50@16, y

Compounding Pharmacy

Las Vegas, NV 89121

Exp. 06/12/2016;

product quality and
sterility.
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Lot
#:03102016:30@65
Exp. 06/12/2016;
Lot #:
3172016:14@19,
Exp. 06/15/2016;
Lot #:
04122016:20@2 ,
Exp. 07/11/2016;
Lot #:
04212016:84@1,
Exp. 07/20/2016.

ESTRADIOL VALERATI
20MG/ML, packaged in

Lack of Assurance of
Sterility: FDA inspection

Drugs 5mL vials, Rx on!y, Well 04112IE)01t6i6@67, Class II identifi_ed GMP viqlations C(\)/;/neggﬁr?(rj?ng
Care Compounding Exp.07/12/2016 potentially impacting Pharmacy
Pharmacy Las Vegas, N ' product quality and
89121 sterility.
Lot #:
02162016:85@45,
Exp. 5/17/2016; Lot
#:03092016:30@19
Exp. 06/07/2016;
ESTRADIOL VALERATI Lot #: Lack of Assurance of
40MG/ML, packaged in | 01282016:77@25, Sterility: FDA inspection Well Care
Drugs 1mL and 5mL vials, Rx | Exp.05/03/2016; Lot Class Il identified GMP violations Compounding
only, Well Care #:3112016:98@21, potentially impacting Pharmacy
Compaunding Pharmacy| Exp. 06/13/2016; product quality and
Las Vegas, NV 89121 Lot sterility.
#:03242016:52@22
Exp. 06/27/2016;
Lot #:
04122016:15@50,
Exp. 7/11/2016
Lot #:
01182016:29@27 ,
Exp. 02/01/2016;
Lot #: 030720
GENTAMICIN 15 MG/M 1631@50, Exp. Lack of Assurance of
Ophthalmic Solution, 03/21/2016; Lot #: Sterility: FDA inspection Well Care
Drugs Sterile Droppers, Rx 03232016:83@6, Classl identified GMP violations Compounding
only, Wel Care Exp 04/06/2016; potentially impacting Pharmacy
Compounding Pharmacy Lot #: product quality and
Las Vegas, NV 89121 03282016:43@11, sterility.
Exp. 04/11/2016;
Lot #:
04192016:43@16,
Exp. 05/03/2016
Drugs GLUTATHIONE . Lot #: Class Il Lack _of Assurgnce of. Well Carg
100MG/ML, packaged irf 02222016:97@38, Sterility: FDA inspection | Compounding
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Product Type

Product Description

Code Info

10 mL vials, Well Care
Compounding Pharmacy
Las VegadyV 89121

Exp.05/24/2016; Lot
#: 03032016:27@2¢
, Exp. 06/26/2016;
Lot #:
4272016:60@37,
Exp. 07/26/2016;
Lot #:
01132016:18@44,
Exp. 02/03/2016;
Lot #: 01132016:74
@17, Exp.
03/04/2016; Lot #:
01132016:90@9,
Exp. 03/04/2016;
Lot #:
02222016:34@23,
Exp. 04/03/2016;
Lot #:
04282016:79@45,
Exp. 06/27/2016

Class Reason for Recall Recalling Firm

identified GMP violations
potentially impacting
product quality and
sterility.

Pharmacy

Drugs

GLUTATHIONE
200MG/ML, packaged ir]
5mL vials, Well Care
Compounding Pharmacy
Las Vegas, NV 89121

Lot #: 02232016:
64@43, Exp.
05/24/2016; Lot #:
03142016:
70@16,Exp.
06/14/2016; Lot #:
04182016:17@15,
Exp.07/17/2016; Lot
#:
04182016:64@12,
Exp. 07/18/2016.

Class Il

Lack of Assurance of
Sterility: FDA inspection
identified GMP violations
potentially impacting
product quality and
sterility.

Well Care
Compounding
Pharmacy

Drugs

1-HCG 1000 IU/ML,
packaged in 5mL and
10mL vials, Rx only, We
Care Compounding
Pharmacy Lagegas, NV
89121

Lot #: 01072016:
23@28, Exp.
04/06/2016; Lot #:
01082016: 27@1,
Exp. 04/07/2016;
Lot
#:02012016:20@39
Exp. 05/01/2016;
Lot #:
02022016:07@7,
Exp.05/02/2016; Lot
#:
02152016:29@50,
Exp. 05/15/2016;
Lot #: 02292016:
40@24,
Exp.05/29/2016| ot
#: 02292016:

12@42 ,

Class Il

Lack of Assurance of
Steriity: FDA inspection
identified GMP violations
potentially impacting
product quality and
sterility.

Well Care
Compounding
Pharmacy
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Product Description

Code Info

Class Reason for Recall Recalling Firm

Exp.05/29/2016; Lot
#: 03042016:96 @9,
Exp.06/02/2016; Lot
#:
03082016:59@34,
Exp.06/08/2016
03142016:65@58,
Exp.06/12/2016; Lot
#: 03212016: 66@2
Exp.06/19/2016; Lot
#:
03022016:50@38,
Exp.06/23/2016; Lot
#: 03302016:
93@11, Exp
06/28/2016; Lot #:
04062016:79@22,
Exp.07/07/2016; Lot
#: 04122016
38@58,
Exp.07/12/2016; Lot
#:04152016: 87@1
Exp. 07/14/2016;
Lot #:
04152016:12@12,
Exp. 07/14/2016;
Lot #: 04222016:
55@27,
Exp.07/21/2016

1-HCG 2000 IU/ML,

Lack of Assurance of
Sterility: FDA inspection

packaged in 5mL vials, | Lot #: 032520164: identified GMP violations Well Care
Drugs Rx only, Well Care 7@1, Exp Class Il otentially impactin Compounding

Compounding Pharmacy 06/23/2016 product ):Jalig/ andg Pharmacy

Las Vegas, NV 89121 procuct g

sterility.
Lot #:
03012016:82@33,

HCGIMETHYLCOBALA| =XP- 05/30/2016;

N/EOLIC Lot #: Lack ofAssurance of

ACID,10001U/5MG/0.aM ©03012016:65@41, Sterility: FDA inspection |y o o

' ) Exp. 06/16/2016; identified GMP violations ;

Drugs G/ML; packaged i mL . Class Il . . . Compounding

vials, Rx only, Well Carq Lot #: potentially impacting Pharmacy

' L 04142016:89@48, product quality and
Compounding Pharmacy ] -
Las Vedgas NV 89121 Exp. 07/12/2016; sterility.
gas, Lot #: 04142016:
28@49, Exp.
07/17/2016

Hydrogen Peroxide 3%, Lot #: Lack of Assurance of Well Care
Drugs packaged in 10mL 01222016:81@52,| Class Il | Sterility: FDA inspection | Compounding

bottles, Rx only, Well Exp. 03/25/2016; identified GMP violations Pharmacy
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Product Type

Product Description

Code Info Class Reason for Recall Recalling Firm

Care Compounding Lot #:03042016: potentially impacting
Pharmacy Las Vegasy 23@29, product quality and
89121 Exp.05/22/2016; Lot sterility.
#:03212016:35@53
Exp. 05/22/2016
Lot #:
LEVOCARNITINE 03142016:25@14, Lack of Assurance of
100MG/ML, packaged if Exp. 04/15/2016; Sterility: FDA inspection Well Care
5mL vials, Rx only, Wel|l Lot #: 04182016: identified GMP violations ;
Drugs . Class Il : . : Compounding
Care Compounding 22@14, Exp. potentially impacting Pharmacy
Pharmacy Las Vegas, N 05/18/2016; Lot #: product quality and
89121 04182016: 6@16, sterility.
Exp. 05/19/2016
L-GLUT/LARG/ECARN; Lot #: Lack of Assurance of
25MG/100MG/200MG/ | 01272016:54@25, Sterility: FDA inspection Well Care
ML, packaged in 5mL | Exp.02/27/2016; Lot identified GMP violations ;
Drugs . ) ' Class Il o . Compounding
vials, Rx only, Well Carq #: 03292016: potentially impacting Pharmacy
Compounding Pharmacy 62@36 , product quality and
Las Vegas, NV 89121 Exp.04/29/2016 sterility.
Lot #: 01042016:
45@46, Exp.
07/02/2016; Lot
#:01112016:
87@46, Exp.
07/10/2016; Lot
#:01112016:78@63
Exp. 07/10/2016;
Lot #:
01272016:81@30,
M.I.C. ixggfézzgllz g ilgg@lp‘g‘ Lack of Assurance of
25MG/50MG/25MG/ML | ) ] Sterility: FDA inspection
: ; Exp. 08/08/2016; ; e R Well Care
, packaged in 5mL vials, . identified GMP violations .
Drugs 02162016:25@57,| Classll : . : Compounding
Rx only, Well Care . potentially impacting
Compounding Pharmacy Exp.08/14.,/2016, product quality and Pharmacy
Las Vegas, NV 89121 02262016:33@54, sterility.
' Exp.08/24/2016; Lot
#:
03092016:64@51,
Exp.09/07/2016; Lot
#:
04142016:01@45,
Exp.1011/2016
04142016:17@37,
Exp.10/15/2016;
04282016:72@48,
Exp.10/29/2016.
M.I.C. Lot #: Lack of Assurance of Well Care
/MB12/B6/DEXPLAN/L | 01222016:57@21, Sterility: FDA inspection ;
Drugs . Class Il | . o A Compounding
CARN, Exp.03/33/2016; Lot identified GMP violations Pharmacy
25MG/50MG/25MG/10 #:01222016: potentially impacting
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Product Type

Product Description

MG/10MG/ML,
packaged in 5mL vials,
Rx only, Well Care
Compounding Pharmacy
Las Vegas, NV 89121

Code Info Class Reason for Recall Recalling Firm

78@51,
Exp.04/25/2016; Lot
#.
01272016:51@23,
Exp. 03/27/206;
Lot #:
02292016:71@13,
Exp. 04/29/2016;
Lot #:
03022016:46@14,
Exp. 06/22/2016;
Lot
#:04252016:20@62
Exp.06/24/2016; Lot
#:
04262016:18@11,
Exp.06/25/2016

product quality and
sterility.

M.I.C. Methyl B12, 25
MG/50MG/25MG/1

Lackof Assurance of
Sterility: FDA inspection

MG/ML, packaged in Lot #: identified GMP violations Well Care
Drugs 5mL vials, Rx only, Well| 03222016:11@22,| ClasslI . . : Compounding
. potentially impacting
Care Compounding Exp. 09/20/2016 . Pharmacy
product quality and
Pharmacy Las Vegas, N sterilit
89121 Y-
Lot #:
01182016:46@7,
MB 12/HXB Exp.04/17/2016; Lot Lack of Assurance of
12/FA/P5P/(LIDO 0.1 %) #: 02192016 Sterility: FDAnspection
2MG/2MCi/20MG/6.5M | 60@29, Exp. | dentiﬁye' el f’/iolaﬁons Well Care
Drugs G/ML, packaged in 5mL| 05/19/2016; Lot #: Class Il otentially impactin Compounding
vials, Rx only, Well @ | 04082016:83@53: pro ot {Ja"p o dg Pharmacy
Compounding Pharmacy Exp. 07/11/2016; gterilit quality
Las Vegas, NV 89121 Lot #: Y
04202016:61@66,
Exp.07/19/2016.
M.l.C./B5/B6 25
Lot #: Lack of Assurance of
MG/50MG/25MG/10MQ 01272016:00@24, Sterility: FDA inspection
/10MG/ML, packaged in i ; I R Well Care
. Exp.03/28/2016; Lot identified GMP violations .
Drugs 5mL vials, Rx only, Well . ' Class Il . : : Compounding
. #: 03292016: potentially impacting
Care Compounding . Pharmacy
Pharmacy Las Vegas, N 96@35, Exp. proQgct quality and
89121 05/24/2016 sterility.
Lot #: 02022016 :
METHYLCOBALAMIN 72@19, Exp. Lack of Assurance of
12.5MG/ML, packaged | 07/13/2016; Lot #: Sterility: FDA inspection Well Care
Druas in 5mL vials, Rx only, 02092016: 09@23, Class Il identified GVIP violations Compoundin
9 Well Care Compounding Exp. 08/08/2016; potentially impacting Phgrmac 9
Pharmacy Las Vegas, N Lot #: product quality and y
89121 02262016:14@7, sterility.
Exp.
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Product Type

Product Description

Code Info Class Reason for Recall Recalling Firm

08/27/2016; Lot
#:03022016:
60@3, Exp.

08/21/2016; Lot #:
03012016:54@20,
Exp.08/24/2016; Lot
#: 03212016:
35@49, Exp.
09/17/2016; Lot #:
04142016: 15@2,
Exp. 10/11/2016;
Lot #: 04212016:
69@19,
Exp.10/19/2016.

Lot #: 01062016:

Care Compounding
Pharmacy Las Vegas, N
89121

Lot #:
03032016:26@ 1,
Exp. 08/30/2016;
Lot #: 04122016:

84@227,

Exp.10/15/2016.

product quality and
sterility.

32@16,
Exp.04/06/2016; Lot
#: 01252016:
96@51, Exp.
METHYLCOBALAMIN 1] 07/23/2016; Lot #: Lack of Assurance of
MG/ML, packaged in 03302016: 68@42, Sterility: FIA inspection Well Care
1mL and 5mL vials, Rx | Exp. 09/25/2016; identified GMP violations ;
Drugs . Class Il o . Compounding
only, Well Care Lot #: potentially impacting Pharmacy
Compounding Pharmacy 04042016:11@27, product quality and
Las Vegas, NV 89121 | Exp.10/02/2016; Lot sterility.
#: 04122016:
90@15, Exp.
10/09/2016
04202016:57@13,
Exp.10/22/2016.
METHYLCOBALAMIN Lack of Assurance of
5MG/ML, packa_ged in Lot # .Sterillit_y: FDA ins_pect_ion Well Care
1mL and 5mL vials, Rx i identified GMP violations .
Drugs 01262016:77@53, Class Il . : : Compounding
only, Well Care Exp. 04/25/2016 potentially impacting Pharmacy
Compounding Pharmacy ' product quality and
Las Vegas, NV 89121 sterility.
Lot #:
01262016:86@2,
Exp. 07/30/2016;
METHYLCOBALAMIN/H 02222016:31@27,
LIC ACID; Exp. 08/20/2016; Lack of Assurance of
10MG/0.8MG/ML, Lot #: Sterility: FDA inspection Well Care
Drugs packaged iimL and 03022016:1@47, Class Il identified GMP violations Compounding
5mL vials, Rx only, Well| Exp. 08/29/2016; potentially impacting Pharmacy
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Drugs

MYERS' COCKTAIL,
packaged in 37 mL vials
Rx only, Well Care
Compounding Pharmacy
Las Vegas, NV 89121

Lot #:
01112016:29@20,
Exp. 01/19/2016;

Lot #:01202016:
85@9, Exp.
01/27/2016; Lot #:
01222016: 56@17,
Exp. 01/29/2016;

Lot #:

01222016:36@49,
Exp.02/02/2016; Lot
#.
01262016:72@12,
Exp.02/02/2016; Lot
#: 01262016:
56@58,
Exp.02/03/2016; Lot
#.
02052016:89@26,
Exp.03/02/2016; Lot
#:
02112016:55@39,
Exp.03/03/2016; Lot
#: 02102016:
95@17, Exp.
03/08/2016; Lot #:
02222016:39@46,
Exp. 03/15/2016;

Lot #:

04222016:40@48,
Exp.03/16/2016; Lot
#.
02262016:53@13,
Exp.03/242016; Lot
#: 03072016:
01@14, Exp.
03/29/2016; Lot #:
03082016:40@11,
Exp.03/30/2016; Lot
#: 3012016:90@30,
Exp.04/07/2016; Lot
#:
03012016:78@13,
Exp.04/18/2016; Lot
#: 03222016:

19@17
04/13/2016; Lot #:
0331201661@40,

Exp.04/21/2016; Lot
#:

Class Il

Lack of Assurance of
Sterility: FDA inspection
identified GMP violations
potentially impacting
product quality and
sterility.

Well Care
Compainding
Pharmacy

Copyright© PerformRx, LLC 2016Rifihts Reserved




Product Type
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0413205:89@17,
Exp. 05/06/2016;
Lot #:
04272016:35@45,
Exp. 05/20/2016;
Lot #:
04292016:70@27,
Exp.05/23/2016.
Lot #:
01282016:60@3,
Exp.04/28/2016; Lot
#: 02242016:
90@20,
PHENYLEPHERINE 0.5 Exp.05/24/2016; Lo ;";‘gr'?"‘t’ff’;xrﬁ:'sceeggon
packaged in 5mL vials, #: identifiye-d GMP vipc))lations Well Care
Drugs Rx only, Well Care 02222016:06@67,| Class otentially impactin Compounding
Compounding Pharmacy Exp. 05/24/2016; product )lljalitp andg Pharmacy
Las Vegas, NV 89121 Lot #: gterilit q y
03082016:81@21, Y-
Exp.06/06/2016; Lot
#: 03162016:
62@1, Exp.
06/14/2016.
PHOSPHATIDYLCHOLY Lack of Assurance of
/DEOXYCHOLIC AC”.D ) Sterility: FDA inspection
5%/4.75%, packaged in Lot #: ; o A Well Care
; identified GMP violations ;
Drugs 10mL vials, Rx only, 01252016:44@43,| Classll otentially impactin Compounding
Well Care Compounding Exp. 07/26/2016. P y imp 9 Pharmacy
product quality and
Pharmacy Las Vegas, N sterilit
89121 Y-
Lot #: Lack of Assurance of
g%fn[i'v\'/'éls#lésicnklagec 01292016:04@9, Sterility: FDA inspection |\
' Y Exp.07/27/2016; Lot identified GMP violations ;
Drugs Well Care Compounding . ' Class lI . : : Compounding
#: 04082016: potentially impacting
Pharmacy Las Vegas, N ; Pharmacy
89121 84@17, Exp. product quality and
10/09/2016. sterility.
. Lack of Assurance of
.QUADMI.X #2, packageq Lot # Sterility: FDA inspection
in 5mL vial, Rx only, We| 02172016:86@12, identified GMP violations Well Care
Drugs Care Compounding Exp.05/18/2016; Loy Class lI otentiallv impactin Compounding
Pharmay Las Vegas, N\ #: 04012016:22@4, pro e {Ja"tp - dg Pharmacy
89121 Exp.06/30/2016 proguct quaity
sterility.
Lot #:
02052016:96@38, Lackof Assurance of
Q;:ﬁamiz(iﬁiﬁ/ll_ov?gl,s Exp.05/09/2016; Lot Sterility: FDA inspection Well Care
packag | #: 04052016: identified GMP violations ;
Drugs Rx only, Well Care Class Il : . . Compounding
Compounding Pharmacy 39@6, Exp. potentially impacting Pharmacy
Las Vegas. NV 89121 1 07/04/2016; Lot #: product quality and
gas, 04132016:79@19, sterility.
Lot #: 07/13/2016.
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Lot #:
01062016:29@49,
Exp.04/06/2016; Lot

#: 02032016:
30@5,
SUPER THRIIX #1, Exp.05/03/2016; Lot Lack of Assurance of
. . . Sterility: FDA inspection
packaged in 5mL vials, #: identified GMP violations Well Care
Drugs Rx only, Well Care 03312016:91@17;| Classll otentially impactin Compounding
Compounding Pharmacy Exp. 06/29/2016; product {Jalig/ andg Pharmacy
Las Vegas, NV 821 Lot #: Sterilit q
03302016:17@40, Y-
Exp. 06/30/2016;
Lot
4132016:46@20,
Exp. 07/12/2016.
SUPER TRIIX #4, Lack of Assurance of
. . . Sterility: FDA inspection
packaged in 5mL vials, Lot #: identified GMP violations Well Care
Drugs Rx only, Well Care 03022016:16@45,| Class otentially impactin Compounding
Compounding Pharmacy Exp.06/01/2016. product )llja"p andg Pharmacy
Las Vegas, NV 89121 product quality
sterility.
Lot #: 02042016:
80@58,
Exp.05/04/2016; Lot
#:
02222016:88@11,
TESTOSTERONE i’_‘%ﬁgg;%’fg fg@;g‘ Lack of Assurance of
CYPIONATE 100MG/M| . ) ] Sterility: FDA inspection
. : Exp. 06/26/2016; ; e R Well Care
packaged in 5mL vials, . identified GMP violations .
Drugs Lot #: Class Il . : : Compounding
Rx only, WelCare . potentially impacting
. 03292016:29@1, . Pharmacy
Compounding Pharmacy Exp 06/27/2016- Lot product quality and
Las Vegas, NV 89121 P- 4 ' sterility.
03222016:22@19,
Exp. 06/28/2016;
Lot #:
04202056:46@30,
Exp.07/19/2016.
Lot #: 02032016:
60@27, Exp.
05/03/2016; Lot #:
TESTOSTERONE 02222016: 29@62 Lack of Assurance of
CYPIONATE 10MG/ML| Exp. 05/22/2016; Sterility: FDA inspection Well Care
Druas packaged in 5mL vials, Lot #: Class Il identified GMP violations Compoundin
9 Rxonly, Well Care 03072016:87 @66, potentially impacting Phgrmacy 9

Compounding Pharmacy
Las Vegas, NV 89121

Exp.06/06/2016; Lot
#: 4152016:34@39,
Exp. 07/18/2016;
Lot #:

04282016:06@14,

product quality and
sterility.
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Exp. 07/27/2Q6.

Lot #:
01042016:26@3,
Exp.04/03/2016; Lot

#: 01072016:
TESTOSTERONE Exp 02?0%/2%1 6 Lot Lack of Asgance of
CYPIONATE 150MG/M ' ) ’ Sterility: FDA inspection
. : #: ; . . Well Care
Drugs packaged in 5mL vials, 02032016:41@16,| Class Il |dent|f|_ed QMP waatlons Compounding
Rx only, Well Care ) potentially impacting
. Exp. 05/03/2016; . Pharmacy
Conpounding Pharmacy ) ' product quality and
Las Vegas, NV 89121 Lot #: 03152016 sterility.
' 62@44,
Exp.06/15/2016; Lot
#:
04292016:35@11,
Exp. 07/31/2016.
Lot #:
TESTOSTERONE 02172016:12@37, Lack of Assurance of
CYPIONATE 175MG/M| Exp. 05/18/2016; Sterility: FDA inspection Well Care
packaged in 5mL vials, Lot #: 03182016: identified GMP violations ;
Drugs Class Il : . . Compounding
Rx only, Well Care 88@13, Exp. potentially impacting Pharmacy
Compounding Pharmacy 06/16/2016; Lot #: productquality and
Las Vgas, NV 89121 04202016:35@14, sterility.
Exp. 07/19/2016.
Lot #:
01142016:19@26,
Exp. 04/14/2016;
Lot #:
02032016:23@32,
Exp. 05/05/2016,
Lot #:
02092016:17@9,
Exp.06/10/2016; Lot
#: 04262016:
TESTOSTERONE 11@16, Exp. Lack of Assurance of
CYPIONATE 200MG/M| 07/27/2016; Lot #: Sterility: FDA inspection Well Care
Drugs packaged in 5mL vials, | 01112016:65@70, Class Il identified GMP violations Compounding
Rx only, Well Care Exp.04/10/2016; Lot potentially impacting Pharmacy

Compounding Pharmacy
Las Vegas, NV

#:
01202016:57@46,
Exp.04/19/2016;
01212016:08@34,
Exp. 04/28/2016;

Lot:
02082016:08@27,
Exp.05/08/2016; Lot
#:
02222016:82@50,
Exp.05/22/2016

03142016:75@24,

product quality and
sterility.
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Exp. 06/14/2016;
Lot #:
03212016:07@73,
Exp. 06/26/2016
03232016:47@23,
Exp. 06/28/2016;
Lot #:
04062016:96@28,
Exp. 07/06/2016
04132016:@46 ,
Exp. 07/13/2016;
Lot #:
04192016:92@1,
Exp.07/19/2016
04272016:63@11,
Exp.07/85/2016.

TRIMIX # 1, packaged it

Lot #:
02292016:67@10,
Exp. 05/29/2016;
Lot #: 03022016:

Lack of Assurance of

Pharmacy Las Vegas, N

#.

potentially impacting

. 98@43, Sterility: FDA inspection
SmL vials, Rx only, Welll o, ) 45/3115016: | of identified GMP vigttions | _ el Care
Drugs Care Compounding ) Class Il . . . Compounding
PharmacyLas Vegas, NV #: potentially '”?pac“”g Pharmacy
89121 ' 03162016:25@32, product quality and
Exp. 06/14/2016; sterility.
Lot #:
03302016:36@36,
Exp.06/30/2016
TRIMIX # 2, packaged ir Lack _of?\ssura_nce of .
. . Sterility: FDA inspection
5mL vials, Rx only, Well Lot #: identified GMP violations Well Care
Drugs Care Compounding 11162016:19@6, Class Il otentially impactin Compounding
Pharmacy Las Vegas, N Exp.02/15/2016. P y imp 9 Pharmacy
89121 product quality and
sterility.
. Lot#: Lack of Assurance of
giﬂw \I/i);li 3&5?;\'?%?&” 02162016:54@17, Sterility: FDA inspection Well Care
' Y Exp. 05/17/2016; identified GMP violations ;
Drugs Care Compounding ) ' Class Il : . . Compounding
Lot #: 03232016: potentially impacting
Pharmacy Las Vegas, N : Pharmacy
89121 19@8, Exp. product quality and
06/20/2016. sterility.
TRIMIX # 4, packaged i Lack of Assurance of
. . Sterility: FDA inspection
5 mL vials, Rx only, Wel Lot #: identified GMP violations Well Care
Drugs Care Compounding 03022016:16@45,| Classll otentially impactin Compounding
Pharmacy Las Vegas, N Exp. 06/01/2016 P y imp 9 Pharmacy
89121 product quality and
sterility.
TRIMIX # 5, packaged ir Lot #: Lack of Assurance of Well Care
Druas 5 mL vials, Rx only, Wel| 12302015:53@18, Class II Sterility: FDA inspection Compoundin
9 Care Compounding Exp.04/29/2016; Lot identified GMP violations Phgrmacy 9
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Product Type

Product Description

89121

Code Info Class Reason for Recall Recalling Firm

03142016:67@53,
Exp. 06/12/2016;
Lot #: 03302016:

43@38, Exp.
06/28/2016; Lot #:
03/292016:
30@23, Exp.
06/29/2016.

product quality and
sterility.

Drugs

TRIMIX # 6, packaged ir
5mL vials, Rx only, Well
Care Compounding

Pharmacy Las Vegas, N
89121

Lot #:
01072016:16@30,
Exp. 04/06/2016;
Lot #: 01132016 :

34@42, Exp.
04/12/2016; Lot #:
03082016:02@13,
Exp. 06/06/2016;
Lot #: 03302016:

46@39, Exp.

06/30/2016

Class Il

Lack ofAssurance of
Sterility: FDA inspection
identified GMP violations
potentially impacting
product quality and
sterility.

Well Care
Compounding
Pharmacy

Drugs

VANCOMYCIN 50MG/M
OPHTH SOLUTION;
packaged in 10mL vial,
Rx only, Well Care
Compounding Pharmacy
Las Vegas, NV 89121

Lot #:
01182016:09@28,
Exp. 02/01/2016;

Lot #:
03072016:50@49,
Exp. 03/21/2016;
Lot #: 03232016:

79@7, Exp.
04/06/2016; Lot
#:03282016:15@10
Exp. 04/11/2016;

Lot #:
04192016:35@14,
Exp.07/19/2016.

Class Il

Lack of Assurance of
Sterility: FDA inspection
identified GMP violations
potentially impacting
product quality and
sterility.

Well Care
Compounding
Pharmacy

Drugs

VITAMIN B COMPLEX ¢
1; packaged in 5mL vial
Rx only, Well Care
Compounding Pharmacy
Las Vegas, NV 89121

Lot #: 0112097:
6@22, Exp.
04/12/2016; Lot #:
021820J6 : 52@39,
Exp.04/18/2016; Lot
#: 02262016: 89@3
Exp. 04/26/2016;
Lot #: 03082016 :
76 @46
06/06/2016;030220
16:61@8, Exp.
06/08/2016; 032120
16:49@65,
Exp.06/21/2016;
01152016:48@14,
Exp. 04/19/2016;

03032016:74@3,

Class Il

Lack of Assurance of
Sterility: FDA inspection
identified GMP violations
potentially impacting
product quality and
sterility.

Well Care
Compounding
Pharmacy
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Exp. 05/02/2016;
03242016:68@13,
Exp. 06/27/2016;
04142016:00@50,
Exp. 06/13/2016.

VITAMIN B COMPLEX 4

Lot #:
01052016:13@44,
Exp.03/07/2016; Lot

Lack ofAssurance of
Sterility: FDA inspection

3, packaged in SmL vials #: 01052016: identified GMP violations well Carg
Drugs Rx only, Well Care Class Il : . : Compounding
. 06@43, Exp. potentially impacting
Compounding Pharmacy j i . Pharmacy
Las Vegas, NV 89121 04/13/2016; Lot #: product quality and
' 04052016:84@24; sterility.
Exp. 06/06/2016.
Lot#: Lack of Assurance of
QUADMIX #3, packaged 1 1554 36.90@35, Sterility: FDA inspection
in 5mL vials, Rx only, i . . N Well Care
.| Exp.04/17/2016; Lot identified GMP violations ;
Drugs Well Care Compounding . Class Il . . . Compounding
Pharmacy Las Vegas, N #: potentially mpactmg Pharmacy
89121 ' 04282016:23@31, product quality and
Exp.08/01/2016. sterility.
Lot
#:01082016:75@3,
Exp.07/06/2016; Lot
#:01282016:72@10
Exp. 07/27/2016;
Lot #:
02012016:74@35,
CLOTRIMAZLE 1%/ Exp. 07/31/2016;
BETAMETHASONE Lot Lack of Assurance of
DIPROPIONATE 0.05%| #:021®016:40@16, Sterility: FDA inspection Well Care
OTIC SOLUTION, 15ml| Exp.08/09/2016; Lot identified GMPviolations ;
Drugs . Class Il A . Compounding
dropper, Rx only, Well #: potentially impacting Pharmac
Care Compounding 02242016:73@41, product quality and Y
Pharmacy Las Vegas, N Exp. 08/23/2016; sterility.
89121 Lot #:
03102016:64@53,
Exp.09/07/2016; Lot
#:04052016:70@16
Exp. 10/02/2016;
Lot #:
04222016:85@37,
Exp.10/22/2016.
Lot #:
ITRACONAZOLE 0;342871/837;210@126 Lack of Assurance of
0.2%/MUPIROCIN 0.2% P: Lot # ' Sterility: FDA inspection Well Care
NASAL SPRAY; 30 mL . identified GMP violations .
Drugs Sprav. Rx onlv. Well Cal 01052016:14@12,| Classll potentially impacting Compounding
pray, Y, Exp.06/18/2016; Lot Pharmacy

Compounding Pharmacy
Las Vegas, NV 89121

#.
01272016:70@17,

Exp. 07/25/2016;

product quality and
sterility.
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Lot
#:02222016:62@12
Exp.08/24/2016; Lot
#:03212016:57@30
Exp. 09/17/2016;

Lot #:
04182016:42@44,
Exp.10/16/2016; Lot
#:05012016:18@9,
Exp.11/01/2016.

ITRACONAZOLE
0.2%/MUPIROCIN
0.2%/TRIAMCINOLONE

Lot #:
02102016:22@57,
Exp. 08/08/2016;
Lot #:
02292016:59@55
,Exp. 08/28/2016;

Lack of Assurance of
Sterility: FDA inspection

NY 11701, Packaged By
Aidarex
PHARMACEUTICALS.
NDC: 3326D447-01.

2017/02; Lot #:
446941, Expiry:
2017/02; Lot #:
437071, Expiry:
2017/03; Lot #:
476971, Expiry:

2017/03; Lot #:

unknown impurity.

Lot #: . I A Well Care
0,
Drugs | O:03%NASAL SPRA | 3075016:68@7, | Class i1 | 9entified GMP violations 1 ing
15mL bottle, Rx only, | potentially impacting
. Exp. 09/03/2016; . Pharmacy
Well Care Compounding Lot # product quality and
ggférfacy Las Vegas, N 4052016:41@56, sterility.
Exp. 10/04/2016;
Lot #:
04192016:41@3,
Exp.10/16/2016.
Potassium CHLORide Labeling: Not Elsewhere
added to 5% Dextrose e .
L Classified: Potassium
Injection, 20 mEq 250 hlori )
mLBag, PharMEDium Chloride was printed on
Y Lot# 161300033M, Potassium Phosphate Pharmedium
Drugs Services, LLC, 6100 Class Il : :
. . Exp 07/26/16 label stock therby having| Services, LLC
Global Drive, Memphis, both names on the label
TN 38141, NDC 61553
. of a 250 mL bag of
83611, Service Code Potassium Chloride
2K5836. '
Lot #: 45334l
Expiry: 2017/02; Lot
#: 468071, Expiry:
CHLORHEXIDINE GLU{  2017/01; Lot #:
0.12% ORAL RINSE, 443591, Expiry:
Packaged in 473 ML 2017/02; Lot #: Failed
Bottles, Rx Only. MFG:| 443951, Expiry: Impurity/Dearadation Aidarex
Drugs HFTECH PHARMACAL 2017/02; Lot #: Classll | S F;cifk):latiogs Out of Pharmaceutical
9 CO., INC., AMITYVILLE| 446931, Expiry: pectiicat '
specificationgor sLLC
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486051, Expiry:
2017/03; Lot #:
486591, Expiry:
2017/03; Lot #:
477721, Expiry:
2017/05; Lot #:
482711, Expiry:
2017/05.
SensorcaineMPF
(Bupivacaine HCI
Injection, USP), 0.75% i Presence of Particulate
Drugs a 30 mL Single Dose Vig Lot #: 6111504, Exy Class Il Matter: Glass particulate | Fresenius Kabi
Rx only, Fresenius Kabi 09/2019 found in sterile injectable USA, LLC
USA LLC, Lake Zurich, | product
60047, NDC 6332872-
37
Vancomycin
Hydrochloride for
Drugs Injection, USP, 10 g, 100 Lot #:565003A, Class Il Presence of Particulate Hospira Inc
mL vial, Rx only, Hospiry Exp.01 Ag 2017 Matter: Cardboard '
Lake Forest, IL, NDC
0409651001
Nitrofurantoin Oral
Suspension, USP, 25
mg/5 mL, FOR ORAL U!
ONLY, URINARY TRAC
ANTIBACTERIAL, Rx O BZP0093A,
, 240 mL bottle, Dist. by: BZP0094A, Nostrum
Drugs Sun Ph_armaceut|cal BZPO095A, Class Il Falleq_Dls_squtlon Laboratories
Industries, Inc., BZPO096A, Specifications Inc '
Cranbury NJ 08512, BZP0097A, Exp '
Mfg. by: Sun 02/2017
Pharmaceutical
Industries, Inc., Bryan,
Ohio 43506, NDC 57664
23932
tabcin ACTIVE M.R. Lot # 224TS; Exp. L Profarma
Drugs Capsules, >2ount box , 02/17 Class Il | CGMP Deviations Distributors LLd
UPC 7501008485057
tabcin NOCHE; )
Drugs Capsules,12ount box, Lot# )1<12/21?;FS’ Exp Class Il | CGMP Deviations Di frgfirmal_l_c
UPC 501008485033 istributors
VERMOX Tablets 100 | .+ \;pE187; Exp o Profarma
Drugs mg; 6count box, UPC 08/17 Class Il | CGMP Deviations Distributors LLd
7501109900619
VERMOX Tablets 500 Lot # UJE 040; Exp o Profarma
Drugs mg, kcount box, UPC 02/17 Class Il | CGMP Deviations Distributors LLd
501109900596
1% Clotrimazol cream, | Lot # GRU1390; Ex| I Profarma
Drugs | 39 mg tube, UPC 08/17 Class Il | CGMP Deviations Distributors LLQ
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501318644335

aloe SPORT liniment
TOPICAL ANALGESIC {
0z. tube, ALOE VERA
Liniment Topical
Analgesic 8 fbz. bottle,
Manufactured by Coats

Drugs International, Inc., the Lot # 1;'30/1312; Exp Class Il | CGMP Deviations Tgsuilge
ALOE SOURCE SPOR1
Sport Thermogenic
Eucalyptus Cream 1 fl o]
plastic bottle, Dallas, TX|
75243, NDC 5882B04
08, UPC 732295704089
Methylcobalamin 5,000 Lack of Assurance of
mcg/ml, Sodium ) Sterility: Aluminum .

Drugs Chloride 0.9%,1 mL SDY LOt:' 23%3736 Use Class Il | crimps do not fully seal Cgr']tqalguanrger
Vital Care Compounder, y the rubber stopper to the P
Hattiesburg, MS vials.

Brilliant Blue G BBG, Lack of Assurance of
0.025%, _Sterlle Injectpn Lot#: 395575, Use St_enllty. Aluminum Vital Care

Drugs 0.5 mL Single Dose Vial by 0727-2016 Class Il | crimps do not fully seal Compounder
Vital Care Compounder, y the rubberstopper to the P
Hattiesburg, MS vials.

Druas mL Vial, Vital Care Lot#: 391462, Use Class Il | crim syao not fully seal Vital Care

g Compounder, by 1006-2016 P y Compounder
. the rubber stopper to the
Hattiesburg, MS ;
vials.
Daytrana
(methylphenidate Defective Delivery
transdermal system) .
System: Out of
Transdermal Patch, 15 e
Specification (O0S)
mg over 9 hours (1.6 .
. results for the mechanica
mg/hr), packaged in 30
. peel force (MPF) and z Noven
count patches per box, Lot #: 77303, Exp - . .

Drugs Class Il | statistic value which Pharmaceutical

Rx only, Manufactured 06/16 .
; relates to the patients s, Inc.
by Noven Therapeutics, and careaiver abilit
LLC, Miami, FL 33186; g o
remove the release liner
By Noven :
. from the patch adhesive
Pharmaceticals, Inc., rior to administration
Miami, FL 33186, NDC P '
689685553-3.
Daytrana Defective Delivery
(methylphenidate System: Out of
transdermal system) Specification (O0S) Noven

Drugs Transdermal Patch, 20 Lot #07531120’ Exp Class Il | results for the mechanica] Pharmaceutical

mg over 9 hours (2.2 peel force (MPJand z s, Inc.

mg/hr), packaged in 30

count patches per box,

statistic value which

relates to the patients
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Product Type

Product Description

Code Info Class Reason for Recall Recalling Firm

Rx onlyManufactured
by Noven Therapeutics,
LLC, Miami, FL 33186;
By Noven
Pharmaceuticals, Inc.,
Miami, FL 33186, NDC
689685554-3.

and caregiver ability to
remove the release liner
from the patch adhesive
prior to administration.

Daytrana
(methylphenidate
transdermal system)
Transdermal Patch, 30
mg over 9 hours (3.3
mg/hr), packaged in 30

Defective Delivery
System: Out of
Specification (O0S)
results for the mechanica

count patches per box Lot #s: 77379, peel force (MPF) and z Noven
Drugs P P ' | 77380, Exp 05/16;| Chssll | statistic value which Pharmaceutical
Rx only, Manufactured .
. 76944, Exp 03/16 relates to the patients s, Inc.
by Noven Therapeutics, and caregiver ability to
LLC, Miami, FL 33186; 9 Y
remove the release liner
By Noven .
. from the patch adhesive
Pharmaceuticals, Inc., rior to administration
Miami, FL 33186, NDC P '
6896855553.
Phenylephrine 40
mcg/mL injection in
0.9% Sodium Chloride 1 .
. All Sterile
mL syringe, Rx Only, Pharmakon
Compounded Lack of Assurance of .
Drugs Compounded by Products within Class Il Sterilit Pharmaceutical
PHARMAKON Evorr y s, Inc.
Pharmaceuticals, piry
Noblesuville, IN 46060,
NDC 4518801172
Bupivacaine 1mg/mL
injection in 0.9% Sodiunm
Chloride 250 mL bag, R; All Sterile Pharmakon
Druas Only, Compounded by Compounded Class Il Lack of Assurance of Pharmaceutical
9 PHARMAKON Producs within Sterility i
Pharmaceuticals, Expiry T
Noblesuville, IN 46060,
NDC 4518801902
Fentanyl Citrate 2
mcg/mL/Ropivacaine
HCI 0.2% injection in
0.9% Sodium Chloride, All Sterile Pharmakon
100 mL bag, Rx Only, Compounded Lack of Assurance of .
Drugs e Class Il o Pharmaceutical
Compounded by Products within Sterility s Inc
PHARMAKON Expiry B
Pharmaceuticals,
Noblesville, INI6060,
NDC 4518802901
Druas Fentanyl Citrate 50 All Sterile Class Il Lack of Assurance of Pharmakon
9 mcg/ml injection, 2mL Compounded Sterility Pharmaceutical
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Product Type

Product Description

Recalling Firm

Code Info Class Reason for Recall

fill in a 3 mL syringe, Rx|  Products within s, Inc.
Only, Compounded by Expiry
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518810069
Succinylcholine Chloride
20 mg/mL injection , 5
mL syringe, Rx Only, All Sterile Pharmakon
Drugs Conpounded by Compounc_iet_:l Class Il Laclf 'of Assurance of Pharmaceutical
PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC 4518810470
Ceftriaxone 1GM
injection in Sterile
Water, 10 mL BD All Sterile
syringe, Rx Only, Pharmakon
Compounded Lack of Assurance of .
Drugs Compounded by Products within Class Il Sterility Pharmaceutical
PHARMAKON Expiry s, Inc.
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518810672
Hydromorphone HCI
1mg/ml injedion in 0.9%
Sodium Chloride, 100 m All Sterile
Cadd Cassette (grey), R Pharmakon
Compounded Lack of Assurance of .
Drugs Only,Compounded by Products within Class Il Sterility Pharmaceutal
PHARMAKON Expiry s, Inc.
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518811448
Fentanyl Citrate
injection, 50 mcg/mL, 5C
mL Intravia IV Bag Rx All Sterile Pharmakon
Drugs Only, Compounded by Compounded Class Il Lack of Assurance of Pharmaceutical
PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC 4518®11841
Propofol1% 10mg/mL
injection, 20 mL BD
syringe, Rx Only, All Sterile Pharmakon
Drugs Compounded by Compoundeq Class Il Lac!<. of Assurance of Pharmaceutical
PHARMAKON Products within Serility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesuville, IN 46060,
NDC 4518811973
Drugs Epinephrine 100mcg/mL| All Sterile Class Il Lack of Assurance of Pharmakon
injection in 0.9% Sodiurm Compounded Sterility Pharmaceutical
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Product Type

Product Description

Code Info

Recalling Firm

Chloride 10 mL BD
syringe, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518812072

Products within
Expry

Class Reason for Recall

s, Inc.

Drugs

Epinephrine (PF)
10mcg/mL in 0.9%
Sodium Chloride, 5ml
syringe, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC # 4518813570

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Midazolam (PF) 5mg/ml
25 mL BD syringe, Rx
Only, Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC # 4518813867

All Sterié
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Adenosine 1mg/ml (PF)
in 0.9% Sodium Chloridg
(Total 90 mg/90 mlin
100 mL PAB Container)]
Rx Only, Compounded
by PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC # 4518814647

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Fentanyl Citrate
2mecg/mL & 0.2%
Ropivacaine HCI in 0.99
Sodium Chloride 100 ml
Intraviabag, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518814848

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
S, Inc.

Drugs

Fentanyl Citrate
2mcg/mL & Bupivadae
0.125% in 0.9% Sodium
Chloride 150 mL Intravig
bag, Rx Only,
Compounded by
PHARMAKON

Pharmaceuticals,

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.
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Product Description

Code Info

Class Reason for Recall

Recalling Firm

Noblesville, IN 46060,
NDC 4518817101
Potassium Chloride 40
mEq Added to 0.9%
Sodium Chloride 250 ml .
bag, Rx Only, All Sterile Pharmakon
Compounded Lack of Assance of .
Drugs Compounded by Products within Class Il Sterility Pharmaceutical
PHARMAKON Expiry s, Inc.
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518817302
Norepinephrine 16 mg
added to 0.9% sodium
Chloride, 250 mL bag, R All Sterile Pharmakon
Drugs Only, Compounded by Compounded Class Il Lack of Assurance of Pharmaceutical
PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC # 4518817402
Promethazine 6.25 mg
added to 0.9% Sodium
Chloride 50 mL in 100 All Sterile
mL B/Braun PAB bag, R Pharmakon
Compounded Lack of Assurance of .
Drugs Only, Compounded by Products within Class Il Sterility Pharmaceutical
PHARMAKON Expiry s, Inc.
Pharmaceuticals,
Noblesville, IN 46060,
NDC451830177-41
Methohexital (Brevital
Sodium) 10 mg/mL,10
mL syringe, Rx Only, All Sterile
Drugs Compounded by Compounded Class Il Lack of Assurance of P:at]rar::caeﬁirc\:al
PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville]N 46060,
NDC 4518818072
Promethazine 12.5mg
added to 0.9% Sodium
Chloride 50 mL fill in a
100 mL B/Braun PAB All Sterile Pharmakon
bag, Rx Only, Compounded Lack of Assurance of .
Drugs L Class Il o Pharmaceutical
Conpounded by Products within Sterility s Inc
PHARMAKON Expiry ’ )
Pharmaceuticals,
Noblesuville, IN 46060,
NDC 4518818641
Promethazine 25 mg All Sterile Pharmakon
Drugs added to 0.9% Sodium Compounded Class Il Lack of Assurancd o Pharmaceutical
Chloride 50 mL fill in a Products within Sterility S Inc
100 mL B/Braun PAB Expiry T
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Product Type

Product Description

Code Info

Class Reason for Recall

Recalling Firm

bag, Rx, Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518818741

Drugs

Phenylephrine HCI
40mg/250 mL in 0.9%
Sodium Chloride 250 ml
bag, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518818902

All Sterile
Compounded
Products within
Expiry

Chss I

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

HYDROmMmorphone
1mg/mL in 0.9% Sodiun
Chloride 1 mL fillina 3
mL syringe, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518819078

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Cefazolin 2GM added to
100 mL 0.9% Sodium
Chloride bag Rx
Only,Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518821648

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
S, Inc.

Drugs

Cefazolin 3GM Added tq
a 100 mL 0.9% Sodium
Chloride Bag, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, INI6060,
NDC 4518®22348

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
S, Inc.

Drugs

Morphine Sulfate (PF)
0.5mg/mL in 0.9%
Sodium Chloride 1mL fil
in a 3 mL syringe, Rx
Only, Compounded by
PHARMAKON
Pharmaceuticals,
Noblesuville, IN 46060,
NDC 4518832278

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Magnesium Sulfate 50

All Sterile

Class Il

Lack of Assurance of

Pharmakon
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Product Description
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GM in Lactated Ringers Compounded Sterility Pharmaceutical
500 mL bag; Rx Gnl Products within s, Inc.
Compounded by Expiry
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 45188®407-03
Morphine Sulfate
1mg/mL in 0.9% Sodiun
Chloride 50 mL fill in a
50 mL Cadd Cassette All Sterile
Pharmakon
(grey), Rx Only, Compounded Lack of Assurance of .
Drugs _ Class Il . Pharmaceutical
Compounded by Products within Sterility s Inc
PHARMAKON Expiry T
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518850241
Hydromorphone HCI
0.2mg/mL in 0.9%
Sodium Chloride 50 mL| All Sterile
Cadd Cassette (grey), R Pharmakon
Compounded Lack of Assuramecof .
Drugs Only, Compounded by Products within Class Il Sterility Pharmaceutical
PHARMAKON Expiry s, Inc.
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518850441
Fentanyl Citrate
10mcg/mL in 0.9%
Sodium Chloride, 50mL All Sterile
Cadd Cassette (grey), R Pharmakon
Compounded Lack of Assurance of .
Drugs Only, Compounded by Productswithin Class Il Sterility Pharmaceutical
PHARMAKON Expiry s, Inc.
Pharmaceuticals,
Noblesville, IN 46060,
NDC # 4518850541
Fentanyl Citrate 25
mcg/mL in 0.9% Sodium
Chloride 25 mL in 30 ml| .
. All Sterile
syringe, Rx Only, Pharmakon
Compounded Lack of Assurance of .
Drugs Compounded by Products within Class Il Sterility Pharmaceutical
PHARMAKON Expiry s, Inc.
Pharmaceuticals,
Noblesville, IN 46060,
NDC 45188521-67
Ketamine 50mg/mL in
0.9% Sodium Chloride All Sterile Pharmakon
Drugs ImL fill in 3 mL syringe, Compounded Class Il Lack of Assurance of Pharmaceutical
Rx Only, Compounded Products within Sterility s Inc
by PHARMAKON Expiry T

Pharmaceuticals,
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Recalling Firm

Noblesvilg, IN 46060,
NDC # 4518860378

Class Reason for Recall

Bupivacaine HCI 0.1259
50 mL fill in a 60 mL
syringe, Rx Only,

All Sterile

Druas Compounded by Compounded Class Il Lack of Assurance of P:at]rarigcaeﬁir::al
9 PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC 4518860875
Cefazolin 2GM added ta
5% Dextrose 50 mL USH .
All Sterile
Rx Only, Compounded Pharmakon
Compounded Lack of Assurance of .
Drugs by PHARIAKON L Class Il o Pharmaceutical
) Products within Sterility
Pharmaceuticals, ExDir s, Inc.
Noblesville, IN 46060, piry
NDC 4518861041
Provocholine prediluted
in 0.9% Sodium Chloride
Set Il syringes,
0.0625mg/mL,3 mL; 0.2}
mg/mL 3mL; 1 mg/mL All Sterile Pharmakon
3mL; 4 mg/mL 3mL; 16 Compounded Lack of Assurance of .
Drugs - Class Il o Pharmaceutical
mg/ml 3mL, Rx Only, Products within Sterility
. s, Inc.
Compounded by Expiry
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518867480
Fentanyl Citrate
25mcg/mL in 0.9%
Sodium Chloride 30 mL
fill in a 35 mL Monoject All Sterile
. Pharmakon
Druas Plungerless Syringe, Rx Compounded Class Il Lack of Assurance of Pharmaceutical
9 Only, Compounded by Produds within Sterility s Inc
PHARMAKON Expiry B
Pharmaceuticals,
Noblesuville, IN 46060,
NDC 4518868368
Hydromorphone HCI
0.4mg/mL in 0.9%
Sodium Chloride 30 mL
fill in a 35 mL Monoject All Sterile
. Pharmakon
Plungerless syringe, Rx Compounded Lack of Assurance of .
Drugs L Class Il . Pharmaceutical
Only, Compounded by Products within Sterility s Inc
PHARMAKON Expiry B
Pharmaceuticals,
Noblesvle, IN 46060,
NDC 4518868468
Drugs HYDROmMorphone HCI All Sterile Class Il | Lack of Assurance of Pharmakon
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Recalling Firm

Code Info Class Reason for Recall

0.2mg/ml in 0.9% Compounded Sterility Pharmaceutical
Sodium Chloride, 30 mL]  Products within s, Inc.
PCA Vial, Rx Only, Expiry
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518870268
Ketamine 100mg/mL
ImL fill 3 mL syringe, R» All Sterile
Only, Compoundetly Compounded Lack of Assurance of Pharmakon
Drugs PHARMAKON - Class Il . Pharmaceutical
. Products within Sterility
Pharmaceuticals, Expiry s, Inc.
Noblesville, IN 46060,
NDC 4518870978
Oxytocin 30 Units addec
to 0.9% Sodium Chlorid¢
in a 500 mL Intravia bag All Sterile Phamakon
Drugs Rx Only, Compounded Compounded Class Il Lack of Assurance of Pharmaceutical
by PHARMAKON Products within Sterility
) . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC 4518873503
Oxytocin 20 Units addec
to 0.9% Sodium Chlorid¢
in a 1000mL Intravia All Sterile Pharmakon
Drugs bag, Compounded by Compounded Class Il Lack ofAssurance of Pharmaceutical
PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesuville, IN 46060,
NDC 4518874004
Oxytocin 10 Units added
to Lactated Ringers in a
500 mL Intravia bag, Rx All Sterile Pharmakon
Drugs Only, Compounded by Compounded Class Il Lack of Assurance of Pharmaceutical
PHARMAKON Products vithin Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesuville, IN 46060,
NDC 4518876403
Oxytocin 30 Units added
to Lactated Ringers in a
500 mL Intravia bag, Rx All Sterile Pharmakon
Drugs Only, Compounded by Compounded Class Il Lack of Assurance of Pharmaceutical
PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesuville, IN 46060,
NDC 4518876603
Oxytocin 20 Units added All Sterile Pharmakon
. . Lack of Assurance of .
Drugs to Lactated Ringers in a Compounded Class Il Sterility Pharmaceutical
1000 mL Intravia bag, R]  Products within s, Inc.
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Only, Compounded by Expiry
PHARMAKON
Pharmaceuticals,
Noblesville]N 46060,
NDC 4518876904
Midazolam HCI1mg/mL
in 0.9% Sodium Chloride
100 mL fill in a 150 mL .
: All Sterile
Intravia bag, Rx Only, Pharmakon
Compounded Lack of Assurance of .
Drugs Compounded by Products within Class Il Steriit Pharmaceutical
PHARMAKON v y s, Inc.
Pharmaceuticals, piry
Noblesville, IN 46060,
NDC 4518879648
Epinephrine HCI 5
mcg/mL in 0.9% Sodium
Chloride, 10mL syringe, All Sterile Pharmakon
Druas Rx Only, Compounded Compounded Class Il Lad of Assurance of Pharmaceutical
9 by PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC 4518880072
Magnesium Sulfate 1GN
Added to 0.9% Sodium
Chloride, 50 mL bag, R; All Sterile
Pharmakon
Druas only, Compounded by Compounded Class Il Lack of Assurance of Pharmaceutical
9 PHARMAKON Productswithin Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC 4518880341
Norepinephrine
Bitartrate 8mg Added to
0,
5% Dextrose 250 mL Al Sterie
bag, Rx Only, Pharmakon
Compounded Lack of Assurance of .
Drugs Compounded by Products within Class Il Sterilit Pharmaceutical
PHARMAKON . y s, Inc.
Pharmaceuticals, piry
Noblesville, IN 46060,
NDC 4518®806:02
HYDROmMorphone HCI
0.4mg/ml in 0.9%
Sodium Chloride, 30 mL| All Sterile
PCA Vial, Rx Only, Pharmakon
Compounded Lack of Assurance of .
Drugs Compounded by Products within Class Il Sterilit Pharmaceutical
PHARMAKON v y s, Inc.
Pharmaceuticals, piry
Noblesville, IN 46060,
NDC 4518881368
Druas HYDROmMorphone HCI All Sterile Class Il Lack of Assurance of Pharmakon
9 0.4mg/mL in 0.9% Compounded Sterility Pharmaceutical

Copyright© PerformRx, LLC 2016Rifihts Reserved




Product Type

Product Description

Code Info

Class Reason for Recall

Recalling Firm

Sodium Chloride 25 mL
fillina 30 mL BD
syringe;, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518®81567

Products within
Expiry

s,Inc.

Drugs

Fentanyl Citrate
2mecg/mL & 0.2%
Ropivacaine HCI in 0.99
Sodium Chloride, 250 m
Intravia bag, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518881902

All Sterile
Compounded
Products within
Expiry

Class Il

Lackof Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Morphine Sulfate
(Preserved) 2mg/mL in
0.9% Sodium Chloride 5
mL fill in a 60 ml BD
Syringe, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518882375

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Fentanyl Citrate 2.5
mcg/mL & Bupivacaine
0.075% in 0.9% Sodium
Chloride, 60 mL BD
syringe, Rx Only,
Compounded by
PHARMAKON
Pharmaceticals,
Noblesuville, IN 46060,
NDC # 4518882677

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Diltiazem HCI 250 mg in
5% Dextrose, 250 mL
Intravia bag, Rx Only,
Compounded #
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518®85302

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Fentanyl Citrate 5
mcg/mL &Bupivacaine
0.06% in 0.9% Sodium

Chloride, 60 mL BD

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaeutical
s, Inc.
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Syringe, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518882777

Drugs

Norepinephrine
Bitartrate 4 mg
(16mcg/mL) added to
5% Dextrose, 250 mL
bag;, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518885502

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Asurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Hydromorphone HCI 1
mg/mL in 0.9% Sodium
Chloride, 50 mL Intravig
bag IV USE ONLY, Rx
Only, Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060 ,
NDC 4518886541

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Atropine Sulfate
0.4mg/mL 2.5 mL fill in g
3 mL syringe, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesuville, IN 46060,
NDC # 45188867-71

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
S, Inc.

Drugs

Fentanyl Citrate 10
mcg/mL(PF) in 0.9%
Sodium Chloride 100 ml
fill bag, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518886948

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Morphine Sulfate 1
mg/mL in 5% Dextrose,
250 mL Intravia bag, Rx
Only, Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,

NDC 4518887502

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaeutical
s, Inc.
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Morphine Sulfate
1mg/mL (Preserved) in
0.9% Sodium Chloride,

50 mL Intravia bag, All Sterile Pharmakon
Compounded Lack of Assaince of .
Drugs Compounded by Products within Class Il Sterilit Pharmaceutical
PHARMAKON B y s, Inc.
Pharmaceuticals, piry
Noblesville, IN 46060,
NDC 4518887641
Morphine Sulfate (PF)
1mg/mL in 0.9% Sodiun
Chloride, 50 mL Intravia All Sterile
Bag IV USE ONLY, Rx Pharmakon
Compounded Lack of Assurance of .
Drugs Only, Compounded by Products within Class Il Sterilit Pharmaceutical
PHARMAKON B y s, Inc.
Pharmaceuticals, piry
Noblesville, IN 46060,
NDC 45188877-41
Vancomycin HCL 1.25
GM added to 5%
Dextrose in a 250 mL .
. All Sterile
Intravia bag, Rx Only, Pharmakon
Compounded Lack of Assurance of .
Drugs Compounded by Products within Class Il Sterilit Pharmaceutical
PHARMAKON B y s, Inc.
Pharmaceuticals, piry
Noblesville, IN 46060,
NDC 4518888502
Fentanyl Citrate 2
mcg/mL & Bupivacaine
HCL 0.125 % in 0.9%
Sodium Chloride, 150 m| All Sterile Pharmakon
Intravia bag;, Rx Only, Compounded Lack of Assurance of .
Drugs " Class Il o Pharmaceutical
Compounded by Products within Sterility s Inc
PHARMAKON Expiry B
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518890548
Fentanyl Citrate
2mcg/mL & Ropivacaing
HCI1 0.2% in 0.9% Sodiu All Sterile
Chloride, 100 mL bag, Pharmakon
Compounded Lack of Assurance of .
Drugs Compounded by Products within Class Il Sterilit Pharmaceutical
PHARMAKON B y s, Inc.
Pharmaceuticals, piry
Noblesuville, IN 46060,
NDC 518390648
Bupivacaine HCI 0.1259 All Sterile Pharmakon
Druas in 09% Sodium Chloride Compounded Class II Lack of Assurance of Pharmaceutical
9 250 mL Intravia bag, RY  Products within Sterility
. s, Inc.
Only,Compounded by Expiry
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Product Type

Product Description

Code Info

Recalling Firm

PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518890902

Class Reason for Recall

Succinylcholine Chloride
20 mg/mL, 10 mL BD

syringe, Rx Only, All Sterile
Pharmakon
Druas Compounded by Compounded Class Il Lack of Assurance of Pharmaceuital
9 PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC 4518892072
Ketamine 20 mg/mL in
0.9% Sodium Chloride,
50 mL Intravia bag, Rx All Sterile Pharmakon
Druas Only, Compounded by Compounded Class II Lack of Assurance of Pharmaceutical
9 PHARMAKON Products within Sterilty
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC 4518892541
Phenylephrine
HCI100mcg/mL in 0.9%
sodium Chloride 10ml fil .
; . All Sterile
in a 10mL BD syringe, R Pharmakon
Compounded Lack of Assurance of .
Drugs Only, Compounded by Products within Class Il Sterilit Pharmaceutical
PHARMAKON Evorr y s, Inc.
Pharmaceuticals, piry
Noblesville, IN 46060,
NDC 45188927-72
HYDROmMorphone HCI
1mg/mL in 0.9% Sodiun
Chloride 30 mL fill in a
35 mL Monoject All Sterile
. Pharmakon
Plungerless Syringe, Rx| Compounded Lack of Assurance of .
Drugs - Class lI . Pharmaceutical
Only, Compounded by Products within Sterility s Inc
PHARMAKON Expiry B
Pharmaceuticals,
Noblesville, INI6060,
NDC 4518893268
HYDROmMorphone HCI
0.2 mg/mL in 0.9%
Sodium Chloride 50 mL
fill in a 60 mL Monoject All Sterile
. Pharmakon
Syringe, Rx Only, Compounded Lack of Assurance of .
Drugs L Class Il . Pharmaceutical
Compainded by Products within Sterility s Inc
PHARMAKON Expiry B
Pharmaceuticals,
Noblesuville, IN 46060,
NDC 4518893375
Drugs Phenylephrine HCI (PF) All Sterile Class Il | Lack of Assurance of Pharmakon
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Product Type

Product Description

Code Info

Class Reason for Recall

Recalling Firm

100mcg/mL in 0.9% Compounded Sterility Pharmaceutical
SodiumChloride, 5 mL Products within s, Inc.
syringe, Rx Only, Expiry
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518893470
Morphine Sulfag¢
5mg/mL in 0.9% Sodiun]
Chloride 25 mL fill in a All Sterile
30 mL BD Syringe, Rx Pharmakon
Compounded Lack of Assurance of :
Drugs Only, Compounded by Products within Class Il Sterility Pharmaceutical
PHARMAKON Expiry s, Inc.
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518893567
Ketamine 2 mg/mL in
0.9% Sodium Chloride 3
mL fill in a 35 mL
Monoject Plungerless All Sterile Pharmakon
syringe, Rx Only, Compounded Lack of Assurance of .
Drugs - Class Il o Pharmaceutical
Compounded by Products within Sterility s Inc
PHARMAKON Expiry B
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518893868
Ephedrine Sulfate 5
mg/ml in 0.9% Sodium
Chloride, 5 mL syringe, All Sterile Pharmakon
Drugs Rx Only, Compounded Canpounded Class Il Lack of Assurance of Pharmaceutical
by PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC 4518893970
Ropivacaine HCI 0.2% il
0.9% Sodium Chloride,
500mL Intravia bag, Rx All Sterile Pharmakon
Drugs only, Compounded by Compounded Class Il Lack of Assurance of Pharmaceutical
PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC 4%83-094203
Lidocaine 2%, 5 mL
syringe, Rx Only, .
Compounded by Cc?rlrlm?;irr:lged Lack of Assurance of Pharmakon
Drugs PHARMAKON e Class Il o Pharmaceutical
. Products within Sterility
Pharmaceuticals, Expiry s, Inc.
Noblesville, IN 46060,
NDC451830946-70
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Product Type

Product Description

Recalling Firm

Code Info Class Reason for Recall

Rocuronium 10 mg/mL,
5 mL syringe, Rx Only, All Sterile
Compounded by Compounded Lack of Assurance of Pharmakon
Drugs | PHARMAKON poundec Class Il < Pharmaceutical
. Products within Sterility
Pharmaceuticals, Expir s, Inc.
Noblesville, IN 46060, piry
NDC 4518095570
Ondansetron 2mg/mL, 2
mL fill in a 3 mL syringe, All Sterile
Rx Only, Compounded Compounded Lack of Assurance of Pharmakon
Drugs by PHARMAKON P " Class Il . Pharmaceutical
. Products within Sterility
Pharmaceuticals, Expir s, Inc.
Noblesville, IN 46060, piry
NDC 45188957-69
Cefazolin 1GM in Sterile
Water, 10 ml BD syringe All Sterile
Rx Only, Compounded Compounded Lack of Assurance of Pharmakon
Drugs by PHARMAKON P " Class Il o Pharmaceutical
. Products within Sterility
Pharmaceuticals, ExDir s, Inc.
NoblesvilleJN 46060, piry
NDC 4518896072
Ephedrine Sulfate 5
mg/mL in 0.9% Sodium
Chl_orlde, 10 mL BD All Sterile
syringe, Rx Only, Pharmakon
Compounded Lack of Assurance of .
Drugs Compounded by Products within Class Il Sterilit Pharmaceutical
PHARMAKON Evorr y s, Inc.
Pharmaceuticals, piry
Noblesuville, IN 46060,
NDC 4518896172
Fentanyl Citrate 50
mcg/mL, 5ml syringe, R} All Sterile
Only, Compounded by Compounded Lack of Assurance of Pharmakon
Drugs PHARMAKON P - Class Il o Pharmaceutical
. Products within Sterility
Pharmaceuticals, ExDir s, Inc.
Noblesville, IN 46060, piry
NDC 4518896470
Midazolam HCI 1mg/mL]|
in 0.9% Sodium Chloridg¢
,2 mL fill in a 3 mL All Sterile Pharmakon
Dru syringe; Compounded b Compounded Class II Lack of Assurance of Pharmaceutical
& PHARMAKON Products within Sterility
. . s, Inc.
Pharmaceuticals, Expiry
Noblesville, IN 46060,
NDC 4518896669
Rocuronium 10mg/ml .
10ml fill in a 10ml BD All Sterile Pharmakon
L Compounded Lack of Assurance of .
Drugs syringe; Rx Only, - Class Il o Pharmaceutical
Products within Sterility
Compounded by ExDir s, Inc.
PHARMAKON piry
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Product Type

Product Description

Code Info

Recalling Firm

Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518®971-72

Class Reason for Recall

Drugs

Vecuronium 1mg/mL in
Sterile Water ,10 mL BD
syringe, Rx Only,
Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518897272

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assuraecof
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Midazolam HCI 1mg/mL
in 0.9% Sodium Chloride
50 mL Intravia bag, Rx
Only, Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518898941

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Bupivacaine HCI 0.1259
in 0.9% Sodium Chloride
500 mL Intravia bag, RX
Only, Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC 4518899303

All Sterile
Conpounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

Bupivacaine HCI 0.25%
in 0.9% Sodium Chloride
500 mL Intravia bag, Rx
Only, Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN 46060,
NDC45183099403

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
S, Inc.

Drugs

Sufentanil Citrate
0.4mcg/mL &
Bupivacaine 0.1% in
0.9% Sodium Chloride
250 mL Intravia Bag, RX
Only, Compounded by
PHARMAKON
Pharmaceuticals,
Noblesville, IN, NDC
45183099602

All Sterile
Compounded
Products within
Expiry

Class Il

Lack of Assurance of
Sterility

Pharmakon
Pharmaceutical
s, Inc.

Drugs

PATCHREMOUING PILL
(For Facial
Pigmentation), package(
in a bottle wthin a box,

Kwang Chow Pharm. In(

All lots

Class Il

Marketed Without An
Approved NDA/ANDA:
Products marked as
dietary supplements have

labeling that bears

Murray
International
Trading Co.,

Inc.
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Product Type

Product Description

Code Info Class Reason for Recall Recalling Firm

Corp., remaining drug/disease claims,
labeling contains making them unapproved
Chinese characters. drugs.
ChingChunBao ANTI Marketed Without An
AGING TABLETS, Approved NDA/ANDA:
packaged in 8@ount Products marked as Murray
Drugs bottles within a box, All lots Class Il dieta.ry supplements have Interr)ational
UPC 049987 01144 9, labeling that bears Trading Co.,
remaining labeling drug/disease claims, Inc.
contains Chinese making them unapproved
characters. drugs.
Marketed Without An
FUCONPO CAPSULE, Approved NDA/ANDA:
packaged in a 36ount Products marked as Murray
bottle within a box, dietary supplements have International
Drugs remaining labeling Alllots Class Il labeling that bears Trading Co.,
contains Chines drug/disease claims, Inc.
characters. making them unapproved
drugs.
SCIATICA PILLS, Marketed Without An
packagedn 120count Approved NDA/ANDA:
bottles within a box, Products marked as Murray
Made in the Peoples dietary supplements have International
Drugs Republic of China, Alllots Class Il labeling that bears Trading Co.,
remaining labeling drug/diseaseclaims, Inc.
contains Chinese making them unapproved
characters. drugs.
Marketed Without An
CROCODILE BILE PILL ApprovedNDA/ANDA:
FOR ASTHMA, package Products marked as Murray
Drugs in 100Gcount bottles All lots Class Il dietary supplements havg International
within a box, remaining labeling that bears Trading Co.,
labeling contains drug/disease claims, Inc.
Chinese characters. making them unapproved
drugs.
Tien Ma Tou Tong Wan
(Condensed pills), Marketed Without An
packaged in 10@ount Approved NDA/ANDA:
bottles within a box, Products marked as Murray
Kwangchow First dietary supplements havg International
Drugs Chinese Medicine Alllots Class I labeling that bears Trading Co.,
Factory, Kwangchow, drug/disease claims, Inc.
China; remaining makingthem unapproved
labeling contains drugs.
Chinese characters.
LARYNGITIS PILLS Hel Marketed Without An Murray
Supplement, packaged Approved NDA/ANDA: :
: International
Drugs in 10-count packets All lots Class Il | Products marked as .
- . Trading Co.,
containing 3 tubes per dietary supplements have Inc
packet within a box, labeling that bears '
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Product Type  Product Description Code Info Class Reason for Recall Recalling Firm

Produced by: Good drug/disease claims,
Harvests (Asia) Trading making them unapproved
Co., Ltd.; Imported by: drugs.

Murray Int'l Trading Co.,
Inc., New York, NY
10013; UPC 7 67533
86925 1, remaining
labeling contains
Chinese characters.
PEKING NMHUANG

CHIEHTUPIEN Tablets Marketed Without An
(Sugar Coated), Approved NDA/ANDA.:
packaged in 5@ount Products marked as Murray
Druas bottles within a box, Al lots Class Il dietary supplements have International
9 BEIJING TUNG JEN labeling that bears Trading Co.,
TANG. BEIJING CHINA drug/disease claims, Inc.
remaining labeling making them unapproved
contains Chinese drugs.
characters.
GASTRODIA CAPSULE Marketed Without An
b ged It Approved NDA/ANDA:
bottles within a box,
Products marked as Murray
LANZHOU dietary supplements have International
Drugs | MANUFACTORY OF All lots Class II Iabelirz/ th‘ﬁ o oo o
CHINA. GANSU CHINA 9 ! g%o.
- . drug/disease claims, Inc.
remaining labeling .
: . making them unapproved
contains Chinese
drugs.
characters.
WUPOOSER KAI YEUN Marketed Withait An
PILL, packaged in a Approved NDA/ANDA:
bottle within a box, Products marked as Murray
Made in The Peoples dietary supplements havg International
Drugs Republic of China, Alllots Class Il labeling that bears Trading Co.,
remaining labeling drug/disease claims, Inc.
contains Chinese making them unapproved
characters. drugs.

Marketed Without An

FARSER KAI YEUNG P Approved NDA/ANDA:

packaged in a bottle

" . Products marked as Murray
within a box, Made in dietary supplements havg International
Drugs ThePeoples Republic of All lots Class Il Ty supp .
: . labeling that bears Trading Co.,
China, remaining ; .
. : drug/disease claims, Inc.
labeling contains making them unapproved
Chinese characters. 9 P
drugs.
PING ON OINTMENT Marketed Without An
RELIEF FOR MUSCULA Approved NDA/ANDA: Murray
Druas PAIN, packaged in a All lots Class Il Products marked as International
9 packet of 12count 8gm dietary supplements havg Trading Cq.
containers within a box, labeling that bears Inc.
PING ON OINTMENT C drug/disease claims,
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Product Type

Product Description

LTD, PING ON
OINTMENT
INTERNATIONAL LTD,
149 Queen's Road Wesi
Hong Kong, UPC 8 3367
000015, remaining
labeling contains
Chinese characters.

Code Info Class Reason for Recall Recalling Firm

making them unapproved
drugs.

Te Xiao BaiNeiTing
Herbal Supplement
(Naphazoline HCI
Solution 0.1%) liquid,
Net Wt. 15ml, packaged
in a bottle within a box,

Marketed Without An
Approved NDA/ANDA:

) Products marked as Murray
Produced by: Good . .
. . dietary supplements have International
Drugs Harvests (Asia) Trading All lots Class Il ! .
labeling that bears Trading Co.,
Co., Ltd, Imported by ) .
\ . drug/disease claims, Inc.
Murray Int'l Trading Co., making them unapproved
Inc. New York, NY dru sg PP
10013, WPPC 7 67533 gs.
86115 6, remaining
labeling contains
Chinese characters.
FUQINGSONG RELIEF
CREAM (Flucinonide
Ointment), packaged in
S0-count !ndlwdually Marketed Without An
labeled pieces Net Wt. )
o Approved NDA/ANDA:
0.3207 (10g) within a Products marked as Murra
box, MANUFACTURED dietary supplements have Internaignal
Drugs | BY: TIANJIN MAEDICAI All lots Class Il Iabe"z thg'[t’ o T oo
PHARMACEUTICAL CQ dru /diiease claims Incg ’
LTD. ADDREST: 96 malgin them una }oved .
BAWAEI ROAD, HEDOI iy Sg P
COUNTY, TIANJIN CITY gs.
remaining labeling
contains Chinese
characters.
Diazepam Injection USF o
10mg/2mL (5 mg/mL, 2 | Lot #: 52610LL, Exj gﬁf;?r']“szatr'ggmztrgd“a
Drugs mL), Rx only, Hospira | 01 OCT 2016; Lot 4 Class Il identifiedi?o be Hospira Inc
9 Inc. Lake Forest, IL 57660LL, Exp. 01 ot o ki pira inc.
60045, NDC 0409273 MAR 2017 crystal
32 ingredient.
B-COMPLEX #3 (PF); B|
100MG, B2-PO42MG, .
Drugs | B3100MG, BRMG, B6 Lgbi_lgglzzéﬁgs' Class Il I;T.?eczli(t)f Assurance of Medaus, Inc.
2MG/ML, 2ML Vials, ' y
MEDAUS PHARMACY
Drugs B-COMPLEX #3 W/PRE| Lot #: 1601153, Class Il | Lack of Assurance of Medaus, Inc.
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Product Type

Product Description

Code Info

Class Reason for Recall

Recalling Firm

(BENZYL ETOH 2%), B!
100MG, B5-PO42MG,
B3100MG, BR2MG, B6
2MG/ML, 10ML Vials,
MEDAUS PHARMACY

BUD: 06/11/16; Lot
#: 16020210, BUD:
06/11/16; Lot #:
16020443, BUD:
06/11/16; Lot #:
1602233, BUD:
06/11/16; Lot #:
16030726, BUD:
06/11/16; Lot #:
1603091, BUD:
06/11/16

Sterility

B-COMPLEX
(LIEBERMAN) IN NACL
0.9% (PF), B12.5MG,
B25-PO410MG, B3

Lot #: 15122915,

Lack of Assurance of

Drugs | 15 5mG, BEL2.5MG, BUD: 06/26/16 | 25! Steriliy Medaus, Inc.
B6-12.5MG/ML, 2ML
Vials, MEDAUS
PHARMACY
B-COMPLEX WITHOUT]| a) Lot #: 1511366,

B12 (PF) IN NACL 0.9%9 BUD: 05/28/16; Lot
B1-100MG, B5-PO4 #: 16022251, BUD:

Drugs 2MG, B350MG, B5 08/20/16. b) Lot #: Class II Lack of Assurance of Medaus. Inc
2MG, B62MG/ML, In a) 151130660, BUD: Sterility ' '
2ML Vials and b) 5ML 05/28/16; La#:

Vials, MEDAUS 16022251, BUD:
PHARMACY 08/20/16.
a) Lot #: 1522211,
BUD: 05/28/16; Lot
#: 1512245, BUD:
05/28/16; Lot #:
16011%1, BUD:
05/28/16; Lot #:
1601193, BUD:
B-COMPLEX WITHOUT 2282181/324 LBOLth
B12 W/PRES (BENZYL o :
ETOH 2%), BIOOMG, 05/28/16; Lot #'.
B2-5-PO42MG, B3 16021710, BUD: Lack of Assurance of
Drugs ' 05/28/16; Lot #: Class Il Medaus, Inc.

50MG, B®2MG, B6
2MG/ML, In a) 5ML Viall
and b) 10ML Vials,

MEDAUS PHARMACY

16030722, BUD:
05/28/16. b) Lot #:
15122330, BUD:
05/28/16; Lot #:
1512242, BUD:
05/28/16; Lot #:
1601111, BUD:
05/28/16; Lot #:
1601122, BUD:
05/28/16; Lot #:

1601182, BUD:

Sterility

Copyright© PerformRx, LLC 2016Rifihts Reserved




Product Type

Product Description

Recalling Firm

Code Info Class Reason for Recall

05/28/16; Lot #:
16011964, BUD:
05/28/16; Lot #:
1601251, BUD:
05/28/16; Lot #:
1602084, BUD:
05/28/16; Lot #:
16021064,BUD:
05/28/16; Lot #:
1602156, BUD:
05/28/16; Lot #:
16022214, BUD:
05/28/16; Lot #:
16030722, BUD:
05/28/16; Lot #:
16030723, BUD:
06/11/16.

B-COMPLEX 50 IN NAC
0.9% (PF) B3OMG, B2
5-PO45MG, B350MG,

Lot #: 16021&7,

Lack of Assurance of

2MG, LIDOCAINE 1%,
METHYL B12 1IMG/ML,
In a) 1ML Vials, b) 5ML
Vials, and c¢) 10ML Vials
MEDAUS PHARMACY

06/11/16; Lot #:
16011376, BUD:
06/11/16; Lot #:
1601181, BUD:

06/11/16; Lot #:

Sterility

Drugs | po5oMG, BesOMG/ML, | BUD: 08/16/16 | C255!' | Sterility Medaus, Inc.
2ML Vials, MEDAUS
PHARMACY
B-COMPLEX 50 IN NAC
0.9% W/PRES., (BENZ) Lot #: 1512201,
ETOH 2%), BAEOMG, i .
BUD: 06/17/16; Lot Lack of Assurance of
Drugs B25-PO45MG, B3 ) 1 Classll o Medaus, Inc.
#: 16021631, BUD: Sterility
50MG, BS5OMG, B6 08/14/16
50MG/ML, 10ML Vials,
MEDAUS PHARMACY
B-COMPLEX W/CYANQ a) Lot #: 1602024,
B12 W/PRES., (BENZY| BUD: 05/28/16. b)
ETOH 2%), BIOOMG, Lot #: 16010612,
B25-P0O42MG, B3 BUD: 05/28/86; Lot
Drugs 50MG, B®2MG, B6 #: 16022270, BUD: Class Il Laclf _of Assurance of Medaus. Inc
2MG, CYANO B12 05/28/16. c) Lot #: Sterility B
1IMG/ML, In a) 2ML 1601299, BUD:
Vials, b) 5MLVials, c) 05/28/16; Lot #:
10ML Vials, MEDAUS 16020216, BUD:
PHARMACY 05/28/16.
B-COMPLEX W/METHY| a) Lot #: 1512282,
B12/LIDO W/PRES BUD: 06/25/16. b)
(BENZYL ETOH 2%}, B] Lot #: 16011-2,
100MG, B5-PO42MG, | BUD: 06/11/16; Lot
B350MG, B®2MG, B6 #: 1601133, BUD: Lack of Assurance of
Drugs Class Il Medaus, Inc.
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1601192, BUD:
06/11/16; Lot #:
16011965, BUD:
06/11/16; Lot #:
1601229, BUD:
06/11/16; Lot #:
16012810, BUD:
06/11/16; lot #:
16020265, BUD:
06/11/16; Lot #:
16020444, BUD:
06/11/16; Lot #:
16021754, BUD:
06/11/16; Lot #:
1602235, BUD:
06/11/16; Lot #:
16022466, BUD:
06/11/16; Lot #:
16022923, BUD:
06/11/16; Lot #:
1603153, BUD:
06/11/16. c) Lot #:
1601181, BUD:
06/11/16; Lot #:
1601272, BUD:
06/11/16; Lot #:
160210637, BUD:
06/11/16; Lot #:
1602235, BUD:
06/11/16; Lot #:
16031614, BUD:
06/11/16.

CALCIUM SODIUM ED
300MG/ML (PF), 10ML

Lot#:1511231,
BUD: 05/21/16; Lot
#: 16010524, BUD:

Lack of Assurance of

16021649, BUD:
08/29/16; Lot #:
16021520, BUD:

08/13/16; Lot #:

Drugs | yiais, MEDAUS 07/03/16; Lot# | S5 | sierility Medaus, Inc.
PHARMACY 1601187, BUD:
07/16/16
Lot #: 15120710,
BUD: 06/04/16; Lot
#: 15122218, BUD:
06/19/16; Lot #:
CESIUM CHLORIDE 15122220, BUD:
Drugs 600MG/ML (PF), 10ML 06/19/16; Lot #: Class II Lack of Assurance of Medaus. Inc
Vials, MEDAUS 160210647, BUD: Sterility T
PHARMACY 08/29/16; Lot #:
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16030245, BUD:

08/29/16; Lot #:

16030256, BUD:
08/29/16

DEXPANTHENOL
250MG/ML (PF), In a)

a) Lot #: 1512181,
BUD: 06/14/16. b)

Lack of Assurance of

Drugs 2ML Vials and b) 5ML Lot # 1512131, Class Il Sterility Medaus, Inc.
Vials, MEDAUS BUD: 06/14/16
PHARMACY ' '
Lot #: 1602045,
BUD: 06/14/16; Lot
#: 16021638, BUD:
06/14/16; Lot #:
1602159, BUD:
DEXPANTHENOL 06/14/16; Lot #..
16022216, BUD:
250MG/ML W/PRES. 06/14/16; Lot#: Lack of Assurance of
Drugs (BENZALKONIUM CHL ! . Class Il o Medaus, Inc.
. 1602236, BUD: Sterility
0.01%), 10ML Vials, 06/14/16: Lot #:
MEDAUS PHARMACY 16022974, BUD"
06/14/16; Lot #:
16030231, BUD:
06/14/16; Lot #:
16030727, BUD:
06/14/16
DMPS_SOMG/ML (PF), Lot #:15121633, Lack of Assurance of
Drugs 5ML Vials, MEDAUS BUD: 06/13/16 Class Il Sterility Medaus, Inc.
PHARMACY )
a) Lot #: 151212,
BUD: 05/30/16; Lot
#: 1601156, BUD:
05/30/16; Lot #:
1603038, BUD:
08/30/16; Lot #:
16030310, BUD:
08/30/16. b) Lot #:
15120337, BUD:
DMSO 99.9 (PF), In a) 05/30/16; Lot #:
Drugs 5ML Vials and b) 10ML | 15120372, BUD: Class Il Leck of Assurance of Medaus. Inc
Vials, MEDAUS 05/30/16; Lot #: Sterility B
PHARMACY 1512097, BUD:

05/30/16; Lot #:
1512098, BUD:
05/30/16; Lot #:
1512099, BUD:
05/30/16; Lot #:
15120910, BUD:
05/30/16; Lot #:
15120911, BUD:

05/30/16; Lot #:
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15120913, BUD:
05/30/16; Lot #:
15120914, BUD:
05/30/16; Lot #:
16010431, BUD:
05/30/16; Lot #:
16011377, BUD:
05/30/16; Lot #:
1512187, BUD:

06/15/16; Lot #:
1512188, BUD:

06/15/16; Lot #:
16011378, BUD:
07/11/16; La#:

1601134, BUD:
07/11/16; Lot #:
16012210, BUD:
07/20/16; Lot #:
1602016, BUD:
07/30/16; Lot #:
1602017, BUD:
07/30/16; Lot #:
1602049, BUD:
08/02/16; Lot #:
1602085, BUD:
08/06/16; Lot #:
1602086, BUD:
08/06/16; Lot #:
16021065, BUD:
08/08/16; Lot #:
160210666, BUD:
08/08/16; Lot #:
16021667, BUD:
08/08/16; Lot #:
16021068, BUD:
08/08/16; Lot #:
16021069, BUD:
08/08/16; Lot #:
16030312, BUD:
08/30/16; Lot #:
16030313, BUD:
08/30/16; Lot #:
1603092, BUD:

09/05/16.

Lot #: 1512025,
EDTA DISODIUM 15% | BUD: 05/30/16; Lot

Druas (150MG/ML), 20ML #: 16010538, BUD: Class Il Lack of Assurance of Medaus. Inc
9 Vials, MEDAUS 07/03/16; Lot #: Sterility » INC.
PHARMACY 16011420, BUD:

07/12/16; Lot #:
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Product Type

Product Description

Code Info Class Reason for Recall Recalling Firm

16021728, BUD:
08/15/16
ESTRADIOLVAL
3MG/TEST CYP 35MG/

Drugs TEST PROP 35MG/ML | Lot #: 15121814, Class Il Lack of Assurance of Medaus. Inc
WI/PRES. (BENZYL ETC BUD: 06/15/16 Sterility ’ '
2%), 3ML Vials, MEDALU
PHARMACY
FOLC ACID 10MG/ML IN

Drugs NACL (PF), 1ML Vials, L;L#g,lgé /2111‘/512 Class Il g?:;"(:; Assurance of Medaus, Inc.
MEDAUS PHARMACY '

FOLIC ACID 10MG/ML
W/PRES.
(METHYLPARABEN .

Drugs | 0.05%, PROPYLPARABR Lgﬁg}ggﬁgﬁ%’ Class II ;?grlfll‘t’; Assurance of Medaus, Inc.
0.025% IN NACL, 10ML '

Vials, MEDAUS
PHARMACY
GABA S.OMG/ML (PF), Lot#: 16031514, Lack of Assurance of

Drugs 50ML Vials, MEDAUS BUD: 09/11/16 Class Il Sterility Medaus, Inc.
PHARMACY '

Lot #: 1512221,
BUD: 06/26/16; Lot
GERMANIUM SESO #: 15122925, BUD:

Drugs 100MG/ML (PF), 10ML 06/26/16; Lot #: Class Il Lack of Assurance of Medaus. Inc
Vials, MEDAUS 15122931, BUD: Sterility ' '
PHARMACY 06/26/16; Lot#:

16012614, BUD:
07/24/16
HYALURONIDASE

Drugs | 500U/ML(PF), 3ML Vialg Lgbi_lgéf;;%z' Class Il ;?grlfh(t); Assurance of Medaus, Inc.
MEDAUS PHARMACY )

HYDROGEN PEROXIDI

Drugs | 3% (PF), SML Vials, Lgbi_lg%ll(lﬁﬁ Class I ;?g:ll‘:; Assurance of Medaus, Inc.
MEDAUS PHARMACY '

Lot #: 16020212,
BUD: 07/11/16; Lot
#: 16020410, BUD:
07/11/16; Lot #:
16021670, BUD:
HYDROXY B12 5MG/M| 07/11/16; Lot #:
W/PRES 16021511, BUD: Lack of Assurance of

Drugs (BENZALKONIUM 07/11/16; Lot #: Class Il Sterility Medaus, Inc.

0.01%), 5ML Vials, 16022217, BUD:
MEDAUS PHARMACY 07/11/16; Lot #:

16022364, BUD:
07/11/16; Lot #:
16022467, BUD:
07/11/16; Lot #:
16030728,BUD:
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Product Type

Product Description

Code Info Class Reason for Recall Recalling Firm

07/11/16; Lot #:
1603081, BUD:
07/11/16; Lot #:
1603093, BUD:
07/11/16
a) Lot #: 160118,
HYDROXY B12 5MG/m| BUDO7/17/16; Lot
#: 16020430, BUD:
IN NACL 0.9% (PF), In & )
. 08/02/16. b) Lot #: Lack of Assurance of
Drugs 1ML Vials and b) 2ML ) Class Il . Medaus, Inc.
. 1601198, BUD: Sterility
Vials, MEDAUS i ]
PHARMACY 07/17/16; Lot #:
16020430, BUD:
08/02/16.
HYDROXY B12 Lot #: 15122356,
BUD: 06/18/16; Lot
1000MCG/ML WI/PREY . i
#: 16020323, BUD: Lack of Assurance of
Drugs (BENZALKONIUM . . Class Il . Medaus, Inc.
. 08/01/16; Lot #: Sterility
0.01%), 10ML Vials, 16021845, BUD:
MEDAUS PHARMACY 08/16/16
HYDROXY B12
Druas 1000MCG/ML IN NACL | Lot #: 16010464, Class Il Lack of Assurance of Medaus. Inc
9 0.9% (PF), 1ML Vials, BUD: 07/02/16 Sterility B
MEDAUS PHARMACY
Lot #: 15112318,
BUD: 05/21/16;Lot
L-CARNITINE. 100MG/M #: 15112439, Lack of Assurance of
Drugs (PF), 10ML Vials, BUD: 05/22/16: Lot Class Il Sterility Medaus, Inc.
MEDAUS PHARMACY # 16020342,
BUD: 08/01/16
L-CARNITINE 50MG/MU .
Drugs (PF), 10ML Vials, Lgbilgglz%ﬁé Class Il ;?é;rl?"(:mssurance of Medaus, Inc.
MEDAUS PHARMACY ) y
Lot #: 15112372,
BUD: 05/21/16; Lot
#: 15112433,
BUD: 05/22/16; Lot
#. 15121718, BUD:
L-CARNITINE 250MG/M 06/14/16; Lot #: Lack of Assurance of
Drugs (PF), 10ML Vials, 15121722 BUD: Class Il Sterilty Medaus, Inc.
MEDAUS PHARMACY 06/14/16: Lot #:
1512213, BUD:
06/18/16; Lot #:
16030364, BUD:
08/30/16
L-CARNITINE 500MG/M .
Drugs (PF), 10ML Vials, Lgbilgg/%ﬁé Class Il ;?gﬁli?f Assurance of Medaus, Inc.
MEDAUS PHARMACY ) y
L-GLUTATHIONE Lot #: 1602228, Lack of Assurance of
Drugs 100MG/ML (PF), 10 ML| BUD: 05/22/16; Loty Class I Sterilit Medaus, Inc.
Vials, MEDAUS #: 16030263, BUD: y
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Product Type

Product Description

Recalling Firm

PHARMACY

Code Info Class Reason for Recall

05/31/16

Drugs

L-PHENYLALANINE
15MG/ML (PF), 50ML

Lot #: 160308,

Class Il

Lack of Assurance of

Medaus, Inc.

Vials, MEDAUS BUD: 09/04/16 Sterility
PHARMACY
Lot #: 15120318,
BUD: 05/31/16; Lot
#:1512049, BUD:
06/01/16; Lot #:
15121820, BUD:
06/15/16; Lot #:
16012523, BUD:
07/23/16; Lot #:
0 1
LIDOCAINE 2/.0 (PF)IN 16012524, BUD: Lack of Assurance of
Drugs NACL, 10ML Vials, . | Class Il . Medaus, Inc.
MEDAUS PHARMACY 07/23/16; Lot #: Sterility
16012525, BUD:
07/23/16; Lot #:
1601276, BUD:
07/25/16; Lot #:
16030276, BUD:
08/29/16; Lot #:
16030277, BUD:
08/29/16
LIPO W/LIDOCAINE #3
W/PRES. (BENZYL ET(
0,
2%) A.SCORBIC. ACID a) Lot #: 1601087,
50MG; B150MG;B25- ) )
] ] BUD: 07/5/16; Lot
P045MG;D330MG; B5 . .
. . #: 16030367, BUD:
SMG;BBSMG;CYANO 07/31/16. b) Lot #: Lack of Assurance of
Drugs B121MG; METHIONINE ) .| Classll . Medaus, Inc.
i 16010%37, BUD: Sterility
12.5MG; INOSITOL 07/5/16- Lot #
25MG; CHOLINE€b X i
. 16030367, BUD:
MG; LIDOCAINE 07/31/16
10MGML, In a) 5 ML '
Vials and b) 10ML Vials,
MEDAUS PHARMACY
LIPO #4 W/METHYL B1
500 MCG/ML/NO
METHIONINE W/PRES
(BENZYL ETOH 2%)
ASCORBIC ACID 50MG
B1-50MG;B25-P04
5MG;B330MG; B5 Lot #: 502032, Lack of Assurance of
Drugs Class Il Medaus, Inc.

5MG;B65MG;METHYL
B12 500 MCG;
LIDOCAINE 10 MG;
INOSITORSMG;
CHOLINE Ckb
MG/ML; 5ML Vials,
MEDAUS PHARMACY

BUD: 07/31/16

Sterility
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Product Type

Product Description

Recalling Firm

LIPGINJECTION
W/LIDOCAINE (PF),
ASCORBIC ACID 50MG
B150MG; B25-PO4
5MG; B350MG BS5MG,
B65MG, CYANO-B>-

Code Info Class Reason for Recall

Lot #: 15113685,

Lack of Assurance of

Drugs | 10oMcG, METHIONINE ~ BUD: 05/26/16 | C255!' | sterility Medaus, Inc.
12.5 MG, INOSITOL 25
MG, CHOLINE @b MG,
LIDCAINE 10 MG/ML,
2ML Vials, MEDAUS
PHARMACY
LIPO B CYANO 1MG/M| a) Lot #: 1512030,
W/PRES. (BENZYL ET( BUD: 05/26/16; Lot
1%) METHIONINE 25M¢( #: 16012834, BUD:
INOSITOL 50MG, 07/26/16; Lot #:
Drugs CHOLINE CHOMG, 16022951, BUD: Class Il Lack of Assurance of Medaus. Inc
CYANO B2-100MCG, 07/31/16. b) Lot #: Sterility B
BENZYL ALCOHOL 15120410, BUD:
1%/ML, In a) 5ML Vials | 05/26/16; Lot #:
and b) 10ML Vials, 15120419, BUD:
MEDAUS PHARMACY 05/26/16.
LIPGBOOST W/PRES.
(BENZYL ETOH 2%) B1
50MG, B5-PO42MG,
B3100MG, B&2MG, B6 a) Lot #: 1602086,
52MG, METHYL, B12 )
500MCG, CARNITINE § BUD: 07/31/16. b)
Lot #: 15120220, Lack of Assurance of
Drugs MG, METHIONINE ) ] Class . Medaus, Inc.
BUD: 05/26/16; Lot Sterility
12.5MG, INOSITOL # 15121449 BUD:
25MG, CHOLINE GHL ' 05/26llé '
25MG, LIDOCAINE ’
30MG/ML, In a) 3ML
Vials and b) 5ML Vials,
MEDAUS PHARMACY
LIPQINJECTION
W/METHYL B12 1
MG/ML W/PRES.
(BENZYL ETOH 2%)
ASCORBIC AGBDMG,
BISOMG, B PHOS a) Lot #: 1602081,
SMG, B3-50MG, BS BUD: 07/31/16. b) Lack of Assurance of
Drugs 5MG, B65MG, METHYL ; ’ Class Il Medaus, Inc.

B121MG, LIDOCAINE
10MG, METHIONINE
12.5 MG, NOSITOL
25MG, CHOLINE CHL
25MG/ML, In a) 5ML
Vials and b) 10ML Vials,
MEDAUS PHARMACY

Lot #: 16020811,
BUD: 07/31/16.

Sterility
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Product Type

Product Description

Recalling Firm

LIPGINJECTION
W/METHYL B12 500
MCG/ML W/PRES.
(BENZYL ETOH 2%)
ASCORBIC AGDMG,
B1-50MG, B PHOS
5MG, B3-50MG, B5
5MG, B6SMG, METHYL

Code Info Class Reason for Recall

a) Lot #: 15121@0,

BUD: 05/26/16; Lot
#: 16022960, BUD:
07/31/16. b) Lot #:

Lack of Assurance of

Drugs | g12500MCG, 15121040, BUD: | @M | sierility Medaus, Inc.

LIDOCAINEOMG, 05/26/16; Lot #:
METHIONINE 12.5 MG,| 16022960, BUD:
INOSITOL 25MG, 07/31/16.
CHOLINE CHL 25MG/M

In a) 5ML Vials and b)
10ML Vals, MEDAUS
PHARMACY
LIPGINJECTION
W/METHYL B12 500
MCG/CARNITINE/NO V|
C W/PRES. (BENZYL
ETOH 2%) BAOMG, B2 | a) Lot #: 1512288,
5 PHOSMG, B3- BUD: 05/26/16; Lot
50MG, BS5MG, B6 #: 1602036, BUD:

Drugs 5MG, METHYL B412 07/31/16. b) Lot #: Class Il Lack of Assurance of Medaus. Inc
500MCG, LIDOCAINE 15122858, BUD: Sterility S
10MG, CARNITINE 05/26/16; Lot #:
25MG, METHIONINE 1602036, BUD:

12.5 MG, INOSITOL 07/31/16.
25MG, CHOLINE CHL
25MG/ML, In a) 5ML
Vials and b) 10ML Vials,
MEDAUS PHARMXC
LIPGINJECTION
WI/LIDOCAINE NO
METHIONINE W/PRES|
(BENZYL ETOH 2%)
ASCORBIC AGDMG, Lot #: 1512116,
B1-50MG, B PO4
BUD 06/07/16; Lot Lack of Assurance of
Drugs 5MG, B3-50MG, B5 # 16020850, BUD: Class Il Sterility Medaus, Inc.
5MG, BE5MG, CYANO ' 07/31/16 '
B12100MCG,INOSITOL
25MG, CHOLINE GHL
25MG, LIDOCAINE
10MG/ML, 5ML Vials,
MEDAUS PHARMACY
LIPGINJECTION a) Lot #: 1601040,
W/LIDOCAINE W/PRES BUD: 05/26/16; Lot Lack of Assurance of
Drugs (BENZYL ETOH 2%) #: 16020928, BUD:| Class I Medaus, Inc.

ASCORBIC AGBDMG,

B1-50MG, B2 PO4

07/31/16. b) Lot #:

16010440, BUD:

Sterility
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Product Type

Product Description

Recalling Firm

5MG, B3-50MG, B5
5MG, BE5MG, CYANO
B12100MCG,
METHIONINE2.5MG,
INOSITOL 25MG,
CHOLINE CHBMG,
LIDOCAINEOMG/ML, In
a) 5ML Vials and b)
10ML Vials, MEDAUS
PHARMACY

Code Info Class Reason for Recall

05/26/16; Lot #:
16020928, BUD:
07/31/16.

MAGNESIUM CHL
200MG/ML (PF), In a)

a) Lot #: 1602039,
BUD: 08/01/16; Lot
#: 16022260, BUD:
08/20/16. b) Lot #:

Lack of Assurance of

Drugs %EVSL:SDTS;) 10ML 16020319, BUD: Class Il Sterility Medaus, Inc.
PHAI,?MACY 08/01/16; Lot#:
16022260, BUD:
08/20/16.
MANGANESE CHL
Druas 0.1MG/ML PF, 10ML Lot #: 15121464, Class Il Lack of Assurance of Medaus. Inc
9 Vials, MEDAUS BUD: 5/31/16 Sterility B
PHARMACY
a) Lot #: 1601124,
MANGANESE SO4 BUD: 07/13/16; Lot
0.IMG/ML (PF), Ina) | * 16030261, BUD:
. 08/29/16. b) Lot #: Lack of Assurance of
Drugs 2MLVials and b) 10ML i Class Il o Medaus,Inc.
Vials. MEDAUS 16011524, BUD: Sterility
PHAI'?MACY 07/13/16; Lot #:
16030261, BUD:
08/29/16.
a) Lot #: 1512180,
BUD: 06/15/16; Lot
METHYL B12 #: 15122170, BUD:
1000MCG/ML W/PRES 0%1182/;;8*3)8?;#:
(BENZALKONIUM 0.014 _’ .
06/18/16; Lot#: Lack of Assurance of
Drugs IN NACL 0.9%, In a) 2M ) Class Il . Medaus, Inc.
. . 16021740, BUD: Sterility
Vials, b) 5ML Vials, and 08/15/16. ¢) Lot #:
¢) 10ML Vials, MEDAUS i o
PHARMACY 15122178, BUD:
06/18/16; Lot #:
16021740, BUD:
08/15/16.
METHYL B12
1000MCG/ML/PYRIDO>
NE 100MG W/PRES a) Lot #: 1602235,
' BUD: 07/05/16. b) Lack of Assurance of
Drugs (BENZALKONIUM . Class Il o Medaus, Inc.
. Lot #: 1602285, Sterility
0.01%), In a) 1ML Vials BUD: 07/05/16
and b) 10M. Vials, ' '
MEDAUS PHARMACY
Drugs METHYL B12 10MG/ML| Lot #: 1601181, Class Il | Lack of Assurance of Medaus, Inc.
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Product Type

Product Description

Recalling Firm

Code Info Class Reason for Recall

(PF) IN NACL 0.9%, 1M BUD:07/16/16 Sterility
Vials, MEDAUS
PHARMACY
METHYL B12
Druas 1000MCG/ML IN NACL| Lot#: 1512188, Class Il Lack of Assurance of Medaus. Inc
9 0.9% (PF), 2ML Vials, BUD: 06/15/16 Sterility » INC.
MEDAUS PHARMACY
METHYL B12 5SMG/ML | Lot #: 1511225,
Druas (PF)N NACL 0.9%, 1ML| BUD: 05/21/16; Lot Class Il Lack of Assurance of Medaus. Inc
9 Vials, MEDAUS #: 16012612, BUD: Sterility T
PHARMACY 07/24/16
a) Lot #: 1602011,
BUD: 07/11/16; Lot
#: 16021513, BUD:
07/11/16; Lot #:
1603094, BUD:
07/11/16. b) Lot #:
1603151, BLD:
07/11/16; Lot #:
METHYL B12 10MG/ML| 16020}1_1’ BUD_:
07/11/16; Lot #:
WIPRES 160210671, BUD:
(BENZALKONIUM 0.01¢ - )
07/11/16; Lot #: Lack of Assurance of
Drugs IN NACL 0.9%, In a) 1M } Class Il . Medaus, Inc.
. i 1603094, BUD: Sterility
Vials, b) 5ML Vials, and .
) 07/11/16. c) Lot #:
c¢) 10ML Vials, MEDAUS i
PHARMACY 16012517, BUD:
07/11/16; Lot #:
16021035, BUD:
07/11/16; Lot #:
16022220, BUD:
07/11/16; Lot #:
16020446, BUD:
07/11/16; La#:
16030%25, BUD:
07/11/16.
Lot #: 15113a18,
BUD: 05/26/16; Lot
#: 1512157, BUD:
05/26/16; Lot #:
M.I.C. 25/50/50 (PF) 15121612, BUD:
05/26/16; Lot #:
METHIONINE i
25MG;INOSITOL 16010627, BUD: Lackof Assurance of
Drugs ' 05/26/16; Lot #: Class Il Medaus, Inc.

50MG;CHOLINE CHL
50MG/ML, In 2ML Vials,
MEDAUS PHARMACY

16011338, BUD:
07/11/16; Lot #:
16022333, BUD:
07/31/16; Lot #:
16030736, BUD:
07/31/16; Lot #:

16030#52, BUD:

Sterility
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Product Type

Product Description

Code Info Class Reason for Recall

Recalling Firm

07/31/16; Lot #:
1603085, BUD:
07/31/16

M.I.C./BCOMPLEX (PF)
B1-50MG;B25-PO4
5MG;B350MG;BE5MG;
CYANO B12 100MCG;

Lot #: 151226,
BUD: 05/26/16; Lot

Lack of Assurance of

Drugs CHOLINE CHIMG,; # 16012725 BUD: Class Il Sterility Medaus, Inc.
INOSITOL 07/25/16
25MG;METHIONINE
12.5MG/ML, 2ML Vials,

MEDAUS PHARMACY

M.I.C BCOMPLEX

PREMIX W/HYDROXY

B12 W/PRES.

(BENZALKONIUM 0.01¢

HYDROXY B12 1MG; B

0.833MG; B2 0.083MG;| Lot #: 1602224,

Drugs B3 0.833MG, B5 BUD: 07/25/16, Lot Class Il Lack of Assurance of Medaus. Inc
0.083MG, B6 0.083MG,| #: 1603155, BUD: Sterility B
CYANO B12 1.66MCG, 07/25/16
METHIONINE 0.208MG
INOSITOL 0.416MG,

CHOLINE CL
1.66MG/ML, 10ML Vials
MEDAUS PHARMACY
Lot #: 16011%9;
BUD: 05/26/16, Lot
#: 15122872; BUD:
05/26/16, Lot #:
1601274; BUD:
M.I.C BCOMPLEX 05/26/16, Lot #:
W/PRES. (BENZYL ET( 16020%13; BUD:
2%) B150MG;B25- 05/26/16, Lot #:
PO45MG;B350MG;B5 16020213; BUD:

Drugs 5MG;B65MG; CYANO 05/26/16, Lot #: Class Il Lack _of Assurance of Medaus. Inc
B12 100MCG; CHOLINE 16020411; BUD: Sterility B
CHE50MG; INOSQ1- 05/26/16, Lot #:
25MG;METHIONINE 16020266; BUD:
12.5MG/ML, 5ML Vials, 06/11/16, Lot #:

MEDAUS PHARMACY 16030731; BUD:
06/11/16, Lot #:
16022468; BUD:
06/11/16, Lot #:
1602058; BUD:
06/11/16
M.I.C 25/50/50 W/PRES a) Lot #: 1601017,
(BENZYL ETOH 2%) BUD: 07/05/16. b) Lack of Assurance of
Drugs Class Il Medaus, Inc.

METHIONINE

25MG;INOSITOL

Lot #: 16010417,

BUD: 07/05/16.

Steriity
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Product Type

Product Description

Code Info Class Reason for Recall

Recalling Firm

50MG;CHOLINE CHL
50/MG/ML, In a) 5ML
Vials and b) 10ML Vials,
MEDAUS PHARMACY

M.1.C 25/50/50
W/METHYL B12
1MG/PYRIDOXAL

Lot #: 15122353,

Lack of Assurance of

Drugs | soma/ML (PF), 1ML BUD: 0512616 | S| Steriliy Medaus, Inc.
Vials, MEDAUS
PHARMACY
Lot #: 1511364,
MINOXIDIL 0.5% BUD: 05/28/16, Lot
Drugs W/PRES. (BENZYL ET( #: 15122822, BUD: Class Il Lack of Assurance of Medaus. Inc
2%), 10ML Vials, 06/25/16, Lot #: Sterility S
MEDAUS PHARMACY | 16021629, BUD:
08/08/16
MOLYBDENUM
Drugs 250MCG/ML (PF10ML Lot #: 1512024, Class Il Lack of Assurance of Medaus. Inc
Vials, MEDAUS BUD: 06/06/16 Sterility S
PHARMACY
a) Lot #: 1512147,
BUD:06/14/16; Lot
#: 16011251, BUD:
07/10/16; Lot #:
16012743, BUD:
07/25/16; Lot #:
1602188, BUD:
08/16/16; Lot #:
15121126, BUD:
06/08/16. b) Lot #:
15121126, BUD:
06/08/16; Lot #:
NA ASCORBATE 15121747, BUD:
500MG/ML (PF), In a) 06/14/16; Lot #:
10ML Vials, b) 50ML 16011251, BUD: Lack of Assurace of
Drugs Class Il Medaus, Inc.

Vials, and ¢) 100ML
Vials, MEDAUS
PHARMACY

07/10/16; Lot #
16012743, BUD:
07/25/16; Lot #:
1602188, BUD:
08/16/16. c) Lot #:
15121126, BUD:
06/08/16; Lot #:
16011251, BUD:
07/10/16; Lot #:
16012743, BUD:
07/25/16; Lot #:
15121747, BUD:
06/14/16; Lot #:
1602188, BUD:

08/16/16.

Sterility
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Product Type

Product Description

Drugs

NA ASCORBATE
500MG/ML NONCORN
(PF), In @) 10ML Vials, |
50ML Vials, and c)
100ML Vials, MEDAUS
PHARMACY

Code Info Class Reason for Recall Recalling Firm

a) Lot #: 1512080,
BUD: 05/29/16; Lot
#: 15120926, BUD:
06/06/16; Lot #:
15121663, BUD:
06/13/16; Lot#:
15123111, BUD:
06/28/16; Lot #:
1601054, BUD:
07/03/16; Lot #:
16012541, BUD:
07/23/16; Lot #:
16021120, BUD:
08/09/16. b) Lot #:
15120130, BUD:
05/29/16; Lot #:
15120926, BUD:
06/06/16; Lot #:
15121663, BUD:
06/13/16; Lot #:
15123111, BJD:
06/28/16; Lot #:
1601054, BUD:
07/03/16; Lot #:
16012541, BUD:
07/23/16; Lot #:
16051120, BUD:
08/09/16. c) Lot #:
15120130, BUD:
05/29/16; Lot #:
15120926, BUD:
06/06/16; Lot #:
15121663, BUD:
06/13/16; Lot #:
15123111, BUD:
06/28/16; lot #:
1601054, BUD:
07/03/16; Lot #:
16012541, BUD:
07/23/16; Lot #:
16051120, BUD:
08/09/16.

Class Il

Lack of Assurance of
Sterility

Medaus, Inc.

Drugs

NANDROLONE DEC
200MG/ML W/PRES.
(BENZYL ETOH 10%), |
a) 2ML Vials, b) 4ML
Vials, and ¢) 5ML V&l
MEDAUS PHARMACY

a) Lot #: 1602048,
BUD: 08/01/16. b)
Lot #: 16020318,
BUD: 08/01/16. c)
Lot #: 16020318,

BUD: 08/01/16.

Class Il

Lack of Assurance of
Sterility

Medaus, Inc.

Drugs

NIACINAMIDE 100
MG/ML (PF), In a) 1ML

a) Lot #: 1602029,

BUD: 08/02/16. b)

Class Il

Lack of Assurance of
Sterility

Medaus, Inc.
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Product Type

Product Description

Vials, b) 5ML Vials, and
¢) 10ML Vials, MEDAUS
PHARMACY

Code Info Class Reason for Recall Recalling Firm

Lot #: 1511233,
BUD: 05/21/16; Lot
#: 15112442, BUD:

05/22/16; Lot #:

15120120, BUD:

05/29/16; Lot #:

15121510, BUD:

06/12/16; Lot #:

16022946, BD:

07/17/16; Lot #:

16020233, BUD:
07/31/16. c) Lot #:

1603159,
BUD: 09/11/16.

PROCAINE 2% (PF), In
2ML Vials and b) 10ML

a) Lot #: 1601127,
BUD:07/10/16; Lot
#: 1602259, BUD:
08/23/16. b) Lot #:

Lack of Assurance of

MEDAUS PHARMACY

05/21/16; Lot #:
15121620, BUD:
05/21/16; Lot #:

15112377, BUD:

Sterility

Drugs | \jals, MEDAUS 16011247, BUD: | @S | Sterility Medaus, Inc.
PHARMACY 07/10/16; Lot #:
1602259, BUD:
08/23/16.
PROLINE 100MG/ML
Drugs | (PF), 5ML Vials, MEDAU I]:Lt,g'- tg?gfﬁé Class II ;?grlfll‘t’; Assurance of Medaus, Inc.
PHARMACY '
PYRIDOXAL 50
MG/THIAMINE 50
Drugs | MG/LIDOCAINE 1% NS Lgbi_lg%gﬁg Class Il ;?gr'?"‘t’f Assurance of Medaus, Inc.
(PF), 2ML Vials, MEDAL : y
PHARMACY
PYRIDOXINE HCL a) Lot #: 16012Q0,
100MG/ML (PF), In a) _
Drugs 2ML Vials and b) 5ML BUD'_07/24/16' b) Class Lack .Of Assurance of Medaus, Inc.
. Lot #: 160120, Sterility
Vials, MEDAUS BUD: 07/24/16
PHARMACY ' '
a) Lot # 1511234,
RIBOFLAVIN 10MG/ML| BUD: 05/21/16; Lot
Drugs (PF), In a) 1ML Vials an{ #: 16031510, BUD: Class Il Lack of Assurance of Medaus. Inc
b) 2ML Vials, MEDAUS | 09/11/16. b) Lot #: Sterility e
PHARMACY 16020421, BUD:
08/02/16.
Lot # 15113685,
BUD: 05/21/16; Loi
#: 15120228, BUD:
SELENIUM BOICG/ML | 05/21/16; Lot #: L ack of Assurance of
Drugs (PF), 10ML Vials, 15122368, BUD: Class Il Medaus, Inc.
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Product Type

Product Description

Code Info Class Reason for Recall Recalling Firm

05/21/16; Lot #:
15120422, BUD:
05/21/16; lot #:
16011130, BUD:
05/21/16; Lot #:
16011227, BUD:
05/21/16; Lot #:
1601208, BUD:
05/21/16; Lot #:
16011812, BUD:
05/21/16; Lot #:
16011920, BUD:
05/21/16; Lot #:
16020237, BUD:
05/21/16; Lot #:
16020861, BUD:
05/21/16; Lot #:
16020862, BUD:
05/21/16; Lot #:
16021637, BUD:
08/14/16; Lot #:
16021638, BUD:
08/14/16; Lot #:
16021635, BUD:
08/14/16; Lot #:
16021640, BUD:
08/14/16; Lot #:
16022327, BUD:
08/14/16; Lot #:
16022943, BUD:
08/14/16; Lot #:
16030322, BUD:
08/14/16; Lot #:
16030917, BUD:
08/14/16

TAURINE 50 MG/ML

(PF), In a) 1ML Vials, b)

a) Lot #: 1512054,
BUD: 05/30/16; Lot
#: 16030831, BUD:
09/04/16. b) Lot #:
15120254, BUD:
05/30/16; Lot #:

Lack of Assurance of

(BENZALKONIUM CHL

BUD: 05/30/16

Sterility

Drugs 1QML Vials, and c) 20Ml 16030831, BUD: Class Il Sterility Medaus, Inc.
Vials, MEDAUS )
PHARMACY 09/04/16. c) Lot #:
15120254, BUD:
05/30/16; Lot #:
16030831, BUD:
09/04/16.
TAURINE 50 MG/ML .
Drugs W/PRES. Lot #: 1603154, Class Il Lack of Assurance of Medaus, Inc.
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Product Type

Product Description

0.01%), 1ML Vials,
MEDAUS PHARMACY

Code Info Class Reason for Recall Recalling Firm

Drugs

TESTOSTERONE CYP
MG/ML W/PRES
(BENZYL ETOH 2%), In
1ML Vials, b) 2ML Vials,
¢) 3ML Vials, and d) 5 M
Vials, MEDAUS
PHARMACY

a) Lot # 1601187,
BUD: 07/13/16. b)
Lot # 1601187,
BUD: 07/13/16. c)
Lot # 1601187,
BUD: 07/13/16. d)
Lot # 1601187,

BUD: 07/13/16.

Class Il

Lack of Assurance of
Sterility

Medaus, Inc.

Drugs

TESTOSTERONE CYP
MG/ML W/PRES
(BENZYL ETOH 2%), In
1ML Vials, b) 2ML Vials,
¢) 3ML Vials, d) 4ML,
and e) 5ML Vials,
MEDAUS PHARMACY

a) Lot #15121®,
BUD: 06/07/16; Lot
#16020431, BUD:
08/02/16; Lot
#1601078, BUD:
07/05/16; Lot
#16030347, BJD:
08/30/16. b) Lot
#1512105, BUD:
06/07/16; Lot
#1601078, BUD:
07/05/16; Lot
#16020431, BUD:
08/02/16; Lot
#16030347, BUD:
08/30/16. c) Lot
#1512078, BUD:
06/04/16; Lot
#16030347, BUD:
08/30/16; Lot
#15121065, BUD:
06/07/16; Lot
#1601078, BUD:
07/05/16; Lot
#16020431, BUD:
08/02/16; Lot
#16010634, BUD:
07/04/16;
Lot#16020822,
BUD: 08/06/16. d)
Lot #151216b,
BUD: 06/07/16; Lot
#1601078, BUD:
07/05/16; Lot
#16020431, BUD:
08/02/16; Lot
#16030347, BUD:
08/30/16. €) Lot
#15121065, BUD:
06/07/16; Lot

Class Il

Lack of Assurance of
Sterility

Medaus, Inc.

Copyright© PerformRx, LLC 2016Rifihts Reserved




Product Type

Product Description

Code Info Class Reason for Recall Recalling Firm

#1601078, BUD:
07/05/16; Lot
#16020431, BUD:
08/02/16; Lot
#16030347, BUD:
08/30/16.
a) Lot #: 1603071,
TESTOSTERONE CYP| BUD: 08/29/16. b)
MG/ML W/PRES Lot #: 151207,
Druas (BENZYL ETOH 2%), In| BUD: 06/04/16; Lot Class Il Lack of Assurance of Medaus. Inc
9 1ML Vials and b) 3ML | #: 16010634, BUD: Sterility B
Vials MEDAUS 07/04/16; Lot #:
PHARMACY 16020822, BUD:
08/16/16.
TESTOSTERONE CYP
MG/ML W/PRES .
Drugs | (BENZYL ETOH 2%), 51 Lgﬁg_lg%llé/&l% Class II ;?gr'?"‘t’f Assurance of Medaus, Inc.
Vials, MEDAUS : y
PHARMACY
a) Lot #: 1601192,
TESTOSTERONE CYP BUD:_O7/17/16' b)
Lot #: 16011912,
MG/ML W/PRES .
BUD: 07/17/16. c)
(BENZYL ETOH 2%), In .
. ’ Lot #: 16011912, Lack of Assurance of
Drugs 1ML Vials, b) 2ML Vials, . Class Il . Medaus, Inc.
. BUD: 07/17/16. d) Sterility
c) 3ML Vials, d) 4ML .
. . Lot #: 16011912,
Vials, and e) 5ML Vials, BUD: 07/17/16. €)
MEDAUS PHARMACY Lot # 1601142,
BUD: 07/17/16.
THIAMINE 100 MG/ML, .
Drugs | 2ML Vials, MEDAUS Lgﬁg}gg@%@ Class Il ;?g:li‘t’f Assurance of Medaus, Inc.
PHARMACY ' y
Lot #: 160122,
BUD: 06/07/16; Lot
THIAMINE 100 MG/ML | 7 16020410, BUD:
W/PRES 06/07/16; Lot #:
Drugs | (BENZALKONIUM 16022219, BUD: | ooy | Lok of Assurance of Medaus, Inc.
. 06/07/16; Lot #: Sterility
0.01%), 5ML Vials, 16021512. BUD:
MEDAUS PHARMACY 06/07/16: Lot #:
1603152, BUD:
06/07/16
TMG 100 MG/ML (PF), _
Drugs 10ML Vials, MEDAUS Lgbilgg/ﬁi?é Class Il ;?gﬁli?f Assurance of Medaus, Inc.
PHARMACY ' Y
TRYPTOPHAN 10MG/y &) LOt#: 1601284,
. BUD: 07/23/16; Lot
(PF), In &) 10ML Vials ) i Lack of Assurance of
Drugs : #:16031512, BUD:| Classll . Medaus, Inc.
and b) 50ML Vials, i Sterlity
MEDAUS PHARMACY 09/11/16. b) Lot #:
16012514, BUD:
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Product Type

Product Description

Code Info Class Reason for Recall Recalling Firm

07/23/16; Lot #:
16031512, BUD:
09/11/16.
ZINC CHLORIDE
Drugs 10MG/ML IN NACL_ Lot #: 16012657, Class Il Laclf _of Assurance of Medaus. Inc
0.29% (PF), 2ML Vials, BUD: 07/18/16 Sterility T
MEDAUS PHARMACY
Lot #:15120353;
BUD: 05/31/16; Lot
ZINC S.O4 10MG/ML #: 15121738; BUD: Lack of Assurance of
Drugs (PF), Vials 2ML, MEDALU ) ] Class Il . Medaus, Inc.
PHARMACY 06/14/16; Lot #: Sterility
16020836; BUD:
08/06/16
ARGININE 100MG/ML
Drugs (PF), 10ML Vials, Lgbilgglzl}ﬁé Class Il ;?:;”(i)t;Assurance of Medaus, Inc.
MEDAUS PHARMACY )
ZINC SO4 1IMG/ML (PF] .
Drugs | 2ML Vials, MEDAUS Lgﬁg}ggﬁﬁ% Class Ii ;?grlfll‘t’; Assurance of Medaus, Inc.
PHARMACY )
H.CL 2MG/ML (PF), SML Lot #: 16011862, Lack of Assurance of
Drugs Vials, MEDAUS BUD: 07/09/16 Class Il Sterility Medaus, Inc.
PHARMACY )
HEParin Sodium 0.5 US
UNITS/mL in 0.225%
Drugs i(EDSI;:\:g(;HFIESgﬁf N Lot: 150090, exp Class Il Stabilty Data_ Does Not Cantrell Drug
Cantrell Drug Co., Little 12/24/15 Support Expiry Company
Rock, AR--UPC:
9999992212
HEPARIN Sodium in
0.45% Sodium Chloride,
1 USP Unit/2 mL (0.5
Drugs USP Units/mL), Rx Only| Lot: 6146, exp Classl Stability Data Does Not Cantrell Drug
Cantrell Drug Co., Little 9/5/15 Support Expiry Company
Rock, AR--NDC 52533
14816, UPC:
0100352533148163
LIDocaine HCI 1%
BUFFERED WITH
SODIUM BICARBONAT
Injection, packaged in 3 Lot: 150947, exp Cantrell Drug
Drugs . 9/5/15; 151087exp | Class Il | Subpotent Drug
mL Syringes, Rx Only, 9/21/15 Company
Cantrell Drug Co., Little
Rock, AR--UPC:
9999992033
Midazolam HCI in 0.9%
Sodium Chloride Lot: 6218, &p Cantrell Drug
Drugs Injection, 0.5 mg/mL 1 | 9/17/15; 6877, exp| Classl|l | Subpotent Drug Company
mL (0.5 mg/mL), 1 mL 1/24/16
syringes, Rx Only,
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Product Type

Product Description

Recalling Firm

Cantrell Drug Co., Little
Rock AR--NDC 52533
157-45, UPC:
0100352533157455

Code Info Class Reason for Recall

MIDAZolam HCI 0.1
mg/mL in 5% DEXTROS
2.5 mL syringe, Rx Only|

Lot: 149167, exp

Cantrell Drug

Drugs Cantrell Drug Co., Little 9/2/15 Class Il | Subpotent Drug Company
Rock, AR-- UPC:
9999993721
MIDAZOLAM HCI in 0.9
Sodium Chloride
Injection, 2 mg/2 mL (1
mJge/(r:T:I?) ,in 2 r?\/L syrirgge Lot: 6178, exp, Cantrell Drug
Drugs ’ 9/12/15; 6529, exp| Class Il | Subpotent Drug
Rx only, Cantrell Drug 11/22/15 Company
Co., Little Rock, AR
NDC 5253®01-16 UPC:
0100352533001161
All 4aminopyridine
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING . 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, { '
94122.
All testosterone
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, | '
94122.
All estriol Products, Rx
Only, Compounded by Alllots
RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A _
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122,
All TRIE Products, Rx All lots
Only, Compounded by compounded Reliable Rexall
Drugs RELIABLE between Class Il Lack of Processing A
DRUG/RELIABLE 03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry.
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Product Type

Product Description

Recalling Firm

St., &N FRANCISCO, C
94122.

Code Info Class Reason for Recall

All Peterson Cream
Products, Rx Only,

Compounded b All lots
P y compounded Reliable Rexall
RELIABLE between Lack of Processin A
Drugs DRUG/RELIABLE Class Il 9 .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmac
PHARMACY, 801 Irving| ~ e 2 y
St., SAN FRANCISCO, | piry.
94122.
All progesterone
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processin A
Drugs DRUG/RELIABLE Class Il 9 .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmac
PHARMACY, 801 Irving| 40 < " ° Y
St., SAN FRANCISCO, | piry..
94122.
All carbomer Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexk
Druas DRUG/RELIABLE between Class II Lack of Processing A
9 COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122.
All monobenzone
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lackof Processin A
Drugs DRUG/RELIABLE Class Il 9 .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmac
PHARMACY, 801 Irving| ~> <2 > Y
St., SAN FRANCISCO, | piry.
94122,
All betamethasone
diproprionate Products, All lots
Rx Only, Compounded .
compounded Reliable Rexall
by RELIABLE between Lack of Processin A
Drugs DRUG/RELIABLE Class Il 9 .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmac
PHARMACY, 801 Irving| ~ e 22 y
St., SAN FRANCISCO, | piry-
94122,
All Germall (diazolidinyl All lots Reliable Rexall
Drugs urea and iodopropynyl compounded Class Il Lack of Processing A -
butylcarbamate) between Controls Compounding
Products, Rx Only, 03/24/2015 and Pharmacy
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Product Type

Product Description

Recalling Firm

Code Info

Class Reason for Recall

Compounded by 03/24/2016 and
RELIABLE within expiry.
DRUG/RELIABLE
COMPOUNDING
PHARIACY, 801 Irving
St., SAN FRANCISCO, |
94122,
All fluocinonide
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processin A
Drugs DRUG/RELIABLE Class Il 9 i
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmac
PHARMACY, 801 Irving|  ~ "o~ . y
St., SAN FRANCISCO, | pIry.
94122,
All methimazad
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processin A
Drugs DRUG/RELIABLE Class Il 9 .
03/24/2015 and Controls Compourding
COMPOUNDING 03/24/2016 and Pharmac
PHARMACY, 801 Irving|  ~ "o " . y
St., SAN FRANCISCO, | pIry.
94122,
All propylparaben
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack ofProcessin A
Drugs DRUG/RELIABLE Class Il 9 .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmac
PHARMACY, 801 Irving|  ~ e <~ . y
St., SAN FRANCISCO, | piry-
94122,
All tetracaine Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Druas DRUG/RELIABLE between Class Il Lack of Processing A
9 COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 ard Pharmacy
St., SAN FRANCISCO, within expiry.
94122,
All PCCA Lipoderm
Products, Rx Only, All lots
Compounded by compounded Reliable Rexall
Druas RELIABLE between Class Il Lack of Processing A
9 DRUG/RELIABLE 03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry.

St., SAN FRANCISCO, |
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Product Type  Product Description Code Info Class Reason for Recall Recalling Firm
94122.
All thymol Products, Rx
Only, Compounded by All lots
RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A _
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCa@, within expiry.
94122.
All T4levothyroxine
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING . 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, { :
94122.
All arginine Products, R»
Only, Compounded by All lots
RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class II Lack of Processing A -
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, | within expiry.
94122.
All cetirizineProducts,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A _
COMPOUNDING 03/24/2015 and Controls Compouring
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, {  within expiry..
94122.
All budesonide Products
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A _
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, { within expiry.
94122.
All hydroxyzine
Products, Rx Only, All lots
Compounded by compounded Reliable Rexall
Drugs RELIABLE between Class Il Lack of Processing A
DRUG/RELIABLE 03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry.
St., SAN FRANCISCO, {
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Product Type

Product Description

Recalling Firm

94122.

Code Info

Class Reason for Recall

All quinine Products, Rx

Only, Compounded by All lots
RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, { within expiry.
94122,
All citalopram Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, | within expiry.
94122,
All fluoxymesterone
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, &Qrving within expiry
St., SAN FRANCISCO, | :
94122.
All minocycline
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, | '
94122.
All
lidocaine/tetracaire/ben
zocaine Products, Rx All lots
Only, Compounded by compounded Reliable Rexhl
Drugs RELIABLE between Class Il Lack of Processing A
DRUG/RELIABLE 03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry.
St., SAN FRANCISCO, |
94122,
All boric acid Products, All lots .
Reliable Rexall
Rx Only, Compounded compounded Lack oProcessing A
Drugs by RELIABLE between Class Controls Compounding
DRUG/RELIABLE 03/24/2015 and Pharmacy
COMPOUNDING 03/24/2016 and
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Product Type

Product Description

Recalling Firm

Code Info

Class Reason for Recall

PHARMACY, 801 Irving within expiry.
St., SAN FRANCISCO, {
94122,
All Stanford Magic
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processin A
Drugs DRUG/RELIABLE Class Il 9 .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmac
PHARMACY, 801 Irving| <~ y
St., SAN FRANCISCO, | piry..
94122,
All Jack Newman Crear
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processin A
Drugs DRUG/RELIABLE Class Il 9 .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmac
PHARMACY, 801 Irving| ~> <2 > Y
St., SAN FRANCISCO, | piry.
94122,
All hydrocortisone
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processin A
Drugs DRUG/RELIABLE Class Il 9 .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmac
PHARMACY, 801 Irving| ~ >+ > Y
St., SAN FRANCISCO, | pIry.-
94122,
All spironolactone
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processin A
Drugs | DRUG/RERBLE Class II 9 .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmac
PHARMACY, 801 Irving| ~ e 8 y
St., SAN FRANCISCO, | pIry-
94122,
All naltrexone Products,
Rx OnlyCompounded All lots
by RELIABLE compounded Reliable Rexall
Druas DRUG/RELIABLE between Class Il Lack of Processing A
9 COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, { within expiry.
94122,
All nifedipine Products, All lots . Relialte Rexal
Lack of Processing
Drugs Rx Only, Compounded compounded Class Il Controls A
by RELIABLE between Compounding
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Product Type  Product Description Code Info Class Reason for Recall Recalling Firm
DRUG/RELIABLE 03/24/2015 and Pharmacy
COMPOUNDING 03/24/2016 and
PHARMACY, 801 Irving within expiry.

St., SAN FRANCISCO, {
94122.
All melatonin Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A '
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122.
All triamcinolone
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, { '
94122,
All lidocaine, meloxicam
diclofenac and baclofen
Products, Rx Only, All lots
Compounded by compounded Reliable Rexall
Drugs RELIABLE between Class Il Lack of Processing A
DRUG/RELIABLE 03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry.
St.,SAN FRANCISCO, (
94122,
All thyroid Products, Rx
Only, Compounded by All lots
RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A _
COMPOUWNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, { within expiry.
94122,
All T3 Products, Rx Only
Compounded by All lots
RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A '
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, { within expiry.
94122,
Drugs All mirtazapire All lots Class Il Lack of Processing Reliable Rexall
Products, Rx Only, compounded Controls A
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Compounded by between Compounding
RELIABLE 03/24/2015 and Pharmacy
DRUG/RELIABLE 03/24/2016 and
COMPOUNDING within expiry.
PHARMACY, 801 Irving
St., SAN FRANCISCO, {
94122.
All ketoprofen Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class II Lack of Proessing A
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, | within expiry.
94122.
All squaric acid Products
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, | within expiry.
94122.
All sulfapyridine
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, { '
94122.
All Midrin
(isometheptene mucate,
dichloralphenazone and
acetaminophen) All lots
Products, Rx Only, compounded Reliable Rexall
Drugs Compounded by between Class Il Lack of Processing A
RELIABLE 03/24/2015 and Controls Compounding
DRUG/ELIABLE 03/24/2016 and Pharmacy
COMPOUNDING within expiry.
PHARMACY, 801 Irving
St., SAN FRANCISCO, {
94122.
All retinoic acid All lots
Products, R Only, compounded Reliable Rexall
Drugs Compounded by between Class Il Lack of Processing A
RELIABLE 03/24/2015 and Controls Compounding
DRUG/RELIABLE 03/24/2016 and Pharmacy
COMPOUNDING within expiry.
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PHARMACY, 801 Irving
St., SAN FRANCISCO, {
94122.
All Coal Tar Products, R
Only, Compounded by All lots
RELIABLE compounded Relialte Rexal
Drugs DRUG/RELIABLE between Class Il Lack of Processing A -
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122.
All phenylephrine
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Clasdl .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, { '
94122.
All Arimidex
(anastrozole) Products, All lots
Rx Only, Compounded .
compounded Reliable Rexall
by RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, | '
94122,
All quinacrine Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class II Lack of Processing A
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122.
All capsicum Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class II Lack of Processing A
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 8Mving 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122,
All cocaine Products, Rx All lots .
Reliable Rexall
Only, Compounded by compounded Lack of Processing A
Drugs RELIABLE between Class Controls Compounding
DRUG/RELIABLE 03/24/2015 and Pharmacy
COMPOUNDING 03/24/2016 and
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PHARMACY, 801 Irving within expiry.
St., SAN FRANCISCO, {
94122.
All diltiazem Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Ricessing A
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122.
All hydroxyurea
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, { '
94122.
All acyclovir and
lidocaine Products, Rx
Only, Compounded by Alllots .
' compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, | '
94122,
All fluconazole Products
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class II Lack of Processing A
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St.,SAN FRANCISCO, ¢ within expiry.
94122,
All sucralfate Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class II Lack of Processing A
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122,
All doxycycline Products All lots Reliable Rexall
Rx Only, Gapounded compounded Lack of Processing A
Drugs by RELIABLE between Class Il Controls Compounding
DRUG/RELIABLE 03/24/2015 and Pharmacy
COMPOUNDING 03/24/2016 and
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PHARMACY, 801 Irving within expiry.
St., SAN FRANCISCO, {
94122.
All dyclonine Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexk
Drugs DRUG/RELIABLE between Class Il Lack of Processing A -
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122.
All estradiol Products, R
Only, Compounded by All lots
RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack ofProcessing A -
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122.
All ketamine and
amitriptyline Products, All lots
Rx Only, Compounded .
compounded Reliable Rexall
by RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, { '
94122.
All methyltestosterone
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within expiry
St., SAN FRANCISCO, | '
94122,
All clobetasol Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class II Lack of Processing A
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 8Mving 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122,
All hydroquinone All lots Reliable Bxalt
Products, Rx Only, compounded .
Lack of Processing A
Drugs Compounded by between Class Controls Compounding
RELIABLE 03/24/2015 and Pharmacy
DRUG/RELIABLE 03/24/2016 and
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COMPOUNDING within expiry.
PHARMACY, 801 Irving
St., SAN FRANCISCO, {
94122.
All Nitro Paste
(nitroglycerin) Products, All lots
Rx Only, Compounded .
compounded Reliable Rexall
by RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARMACY, 801 Irving within exply
St., SAN FRANCISCO, { '
94122.
All tacrolimus Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A '
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, {  within expiry..
94122.
All e2e3-p4 Products,
Rx Only, Compounded All lots
by RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A '
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, within expiry.
94122,
All diethylstilbestrol
Products, Rx Only, All lots
Compounded by .
compounded Reliable Rexall
RELIABLE between Lack of Processing A
Drugs DRUG/RELIABLE Class Il .
03/24/2015 and Controls Compounding
COMPOUNDING 03/24/2016 and Pharmacy
PHARIACY, 801 Irving within expiry
St., SAN FRANCISCO, | :
94122,
All baclofen Products, R
Only, Compounded by All lots
RELIABLE compounded Reliable Rexall
Drugs DRUG/RELIABLE between Class Il Lack of Processing A
COMPOUNDING 03/24/2015 and Controls Compounding
PHARMACY, 801 Irving| 03/24/2016 and Pharmacy
St., SAN FRANCISCO, { within expiry.
94122,
All potassiunbromide All lots Reliable Rexall
Drugs Products, Rx Only, compounded Class Il Lack of Processing A
Compounded by between Controls GCompounding
RELIABLE 03/24/2015 and Pharmacy
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DRUG/RELIABLE
COMPOUNDING
PHARMACY, 801 Irving
St., SAN FRANCISCO, |
94122.

Code Info Class Reason for Recall

03/24/2016 and
within expiry.

Drugs

All Malarone
(atovaquone and
proguanil) Products, Rx
Only, Compounded by
RELIABLE
DRUG/RELIABLE
COMPOUNDING
PHARMACY, 801 Irving
St., SAN FRANCISCO, {
94122,

All lots
compounded
between
03/24/2015 and
03/24/2016 and
within expiry..

Class Il

Lack of Processing
Controls

Reliable Rexall
A
Compounding
Pharmacy

Drugs

Tazorac (tazarotene) Ge
0.05%, Rx only,
packaged in a) 30g (NDf
0023833503) and b)
100g (NDC 0028335
10) tubes, Allergan Inc,
Irvine, CA 92612

Lot #: a) 8472, b)
84173, Exp
FEB/2017

Class Il

Failed Content Uniformity
Specifications.

Allergan Sales,
LLC

Drugs

Tazorac (tazarotene) Ge
0.05%, 15 x 3.5¢,
sample packs, Allergan
Inc, Irvine, CA 92612.
UPC 300238335159

Lot #: 84126, Exp
FEB/2017

Class Il

Failed Content Uniformity
Specifications.

Allergan Sales,
LLC

Drugs

TESTOSTERONE
CYPIONATE 200mg/ml,
1ML MDV, Vital Care
Compounder,
Hattiesburg, MS

Lot#:382331, Use by
12-11-16

Class Il

Lack of Assurance of
Sterility: Aluminum
crimps do not fully seal
the rubber stopper to the
vial on all containers.

Vital Care
Compounder,
LLC

CLASS 1l

Drugs

¢ Topicort
(desoximetasone) Crear
USP, 0.05%, Packaged
5 g Tubes, Professional
Sample Only, Rx Only.
Mfd. by: Taro
Pharmaceuticals Inc.,
Brampton, Ontario,
Canada L6T 1C1, Dist.
by: TaroPharma a
division of Taro
Pharmaceuticals U.S.A.,
Inc., Hawthorne, M
10532. NDC: 51672
520565.

Lot # A519218338,
Expiry: 12/2016

Class Il

Subpotent Drug

Taro
Pharmaceutical
s U.S.A, Inc.

Drugs

Ceftriaxone for Injection

USP, 250 mg, Single Us

Lot #: a) C500031,

Exp 12/17; b)

Class Il

CGMP Deviations:

finished products

Lupin
Pharmaceutical
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Vial, packaged in a} 1 C500026, Exp manufactured using s Inc.
count Vials per box (ND{ 12/17; C500036, active pharmaceutical

68180611-01), and b) C500043, Exp 01/1¢ ingredients whose

10-count Vials per box intermediates failed

(NDC 6818®11-10), Rx specifications.

only, Manufactured for:
Lupin Pharmaceuticals,
Inc., 111 South Calvert
Street, Baltimore,
Maryland 21202;
Manufactured by: Lupin
Limited, Mandideep 462
046 INDIA.

Ceftriaxone for Injection
USP, 500 mg, Single Us
Vial, packaged in a} 1
count Vials per box (ND!

681803622-01), and b) CGMP Deviations:

10-count Vials per box finished products

(NDC 6818®22-10), Rx | Lot #: a) C500006, manufactured using Lupin
Drugs only, Manufactured for: Exp 11/17; b) Class Il | active pharmaceutical Pharmaceutical

Lupin Pharmaceuticals, | C500001, Exp 11/17 ingredients whose s Inc.

Inc., 111 South Calvert intermediates failed

Street, Baltimore, specifications.

Maryland 21202;
Manufactured by: Lupin
Limited, Mandideep 462
046 INDIA.

Ceftriaxone for Injection
USP, 1 g, Single Use Vii
(NDC 6818®33-01)
packaged in 1@ount

Vials per box (NDC Lot #: C400180, Ex| CGMP Deviations:

68180633-10), Rx only, 07/17; C500003, finished products

Manufactured for: Lupin| C500028, C500029 manufactured using Lupin
Drugs Pharmaceuticals, Inc., Exp 122/17; Class Il | active pharmaceutical Pharmaceutical

111 South Calvert Stree C500038, Exp ingredients whose s Inc.

Baltimore, Maryland 01/18; C500044, intermediates failed

21202; Manufactured Exp 02/18 specifications.

by: Lupin Linted,
Mandideep 462 046
INDIA, NDC 6818683

01.

Ceftriaxone for Injection CGMP Deviations:

USP, 2 g, Single Use Vii finished products

(NDC 6813(644—01) Lot #: C500037, Ex| mapufactured using Lupin '
Drugs packaged in 1@ount Class Il | active pharmaceutical Pharmaceutical

. 01/18 . ;

Vials per box (NDC ingredients whoe s Inc.

681803644-10), Rx only, intermediates failed

Manufactured for: Lupin specifications.
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Pharmaceuticals, Inc.,
111 South Calvert Stree
Baltimore, Maryland
21202; Manufactured
by: Lupin Limited,
Mandideep 462 046
INDIA, NDC 681883
01.

Drugs

Ceftriaxone Sodium
(Sterile) USP active
pharmaceutical
ingredient, DMF No.
15931; Manufactured
by: Lupin Limited, Unit
1, 198202, New
Industrial Area No. 2,
Dist. Raisen, Mandideef]
462 046, (Madhya
Pradesh) India; Regd.
Office: 159, CST Road
Kalina, Santacruz (E),
Mumbat 400 098,
(Maharashtra) India.

Lot #: B4000935,
Exp 01/17;
B4005178, Exp
06/17; B4008730,
B4008729,
B4008727,
B4008724, Exp
10/17; B5001647,
B5001648,
B5001649, Exp
02/18

Class Il

CGMP Deviations: active
pharmaceutical
ingredient intermediates
failed specifications.

Lupin
Pharmaceutical
s Inc.

Drugs

CEFTRIAXONE for
Injection USP,
250mg/vial, Rx only,
MFG: LUPIN LIMITED
INDIA, Packaged by
Aidarex
Pharmaceuticals, NDC
53217011701

Lot#: 473121, Exp
01/2018

Class Il

CGMP Deviations: Out of
specification (OOS)
intermediate in the
subsequent processes to
manufacture the final API

Aidarex
Pharmaceutical
sLLC

Drugs

Librax (5 mg
chlordiazepoxide HCI
and 2.5 mg clidinium
bromide) capsules, 160
count bottle, Rx Only,
Manufactured in Canadg
by: Valeant
Pharmaceuticals
International, Inc.,
Steinbach, MB R5G 1Z7
Canada; Manufactured
for: Valeant
Pharmaceuticals North
America LLC,
Bridgewater, NJ 08807,
NDC 018#1006-10.

Lot#: 14L024P, Ex|
06/16; and
15E029P, Exp 04/1!

Class Il

Failed
Impurities/Degradation
Specifications

Valeant
Pharmaceutical
s North
America LLC

Drugs

Chlordiazepoxide
HCI/Clidinium Bromide

capsules, 5 /2.5 mg, 16(

Lot #: 13G005P,
13GO010P, Exp

06/16; 3H029P,

Class Il

Failed
Impurities/Degradation

Specifications

Valeant
Pharmaceutical
s North
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count bottle, Rx Only, 13J048P, 13J049P America LLC
Manufactured in Caada | 13J050P, Exp 08/17
by: Valeant 14B047P, 14B048R
Pharmaceuticals 14B049P,14C043P
International, Inc., 14C048P, 14C049F
Steinbach, MB R5G 1Z7 Exp 01/18;
Canada; Manufactured| 14D048P, 14D053F
for: Oceanside 14D054P, Exp
Pharmaceuticals, a 03/18; 14G042P,
division of Valeant 14G047P, 14G049F
Pharmaceuticals North | Exp 5/18; 14J005P|
America LLC, 14J006P, 14J007P
Bridgewater, NJ 08807, Exp 07/18;
NDC 6868209-10. 14K114P, 14K115F
14K11®, Exp
09/18; 15B008P,
158013P, 15B021P|
15C058P, 15C059H
15C064P, Exp
01/19; 15E037P,
15E038P, Exp 04/1!
Hectorol (doxercalciferol
injection) 2mcg/1mL, Rx
only, Manufactured by: Labeling: Wrong barcode Genzyme
Drugs Genzyme Biosurgery Lot #: 61R1001, EXxf Class Il An incorrect bar code way Corporation /
Corporation 500 Kendall 12/2016 noted on the vial label of Genzyme
Street, Cambridge, MA Hectorol 2 mclmL vial. Biosurgery
02142, NDC 58468
01261
Doxycycline, USP
Capsules 40 mg,
Packaged in 30 ct
Bottles, Rx Only.
Marketed _by. Prasco Lot #: 1496059A, Labeling: Incorrect Or
Laboratories, Mason, O} o ) L Galderma
Expiry: 08/31/2017; Missing Lot and/or Exp .
Drugs 45040 USA, . Class Il ) . Laboratories,
. Lot #: AD9848A, Date: Some expiries and
Manufactured by: Expiry: 11/30/2017 lot numbers are missing L.P.
Catalent Pharma ' '
Solutions, LLC,
Winchester, Kentucky
40391. NDC: 6699315
30.
Lodrane D Labeling: Not Elsewhere
(Brompheniramine Classified: correctly
maleate 4 mg gnd Lot #5 P023D22R, labeled bofctles were Valeant '
Pseudoephedrine HCI 6 packaged in cartons that | Pharmaceutical
Drugs P02306023R, Exp Class Il . .
mg) Capsules, 6€ount 06/17 were mislabeled with an s North
bottles, Distributed by: incorrect active Ameiica LLC
Valeant Pharmaceutical ingredient, phenylephrine
North America LLC, rather than
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Bridgewater, NJ 08807,
UPC 0 00950 86006 8.

pseudoephedrine, on the
carton face and carton

top.
Pramipexole Failed
Dihydrochloride Impurities/Degradation

Extended Release
Tablets, 0.375 mg, Rx
Only, 30 count bottles,

Lot #s: 27409201,
27409301,

Specifications: Par
Pharmaceutical is
recalling Pramipexole

Drugs Manufactured By: Par 27409401, Exp. Class Il | Dihydrochloride Extendeq PharmPZcr;euticaI
Pharmaceutical 02/2017; 7662101, Release tablets because
Companies, Inc., Exp. 07/2017 contains a known produc
Chestnut Ridge, NY impurity above currently
10977, NDC 1037251- approved specification
11 levels.
Lisinopril Tablets USP,
mg, 1008count bottle, Rx
Only, Manufactured by | Lot # FC1960; Exp. Labeling: Incorrect or
Drugs Sandoz Inc., Princeton, 02/18 Class il Missing Package Insert Sandoz Inc
NJ 08540, NDC 0185
063001
Dicloxacillin Sodium
Capsules, USP 250mg,
Only, 100 Capsule ) Failed
Bottle, Manufactured in Lot #s: EN3846’ EX] Impurities/Degradation
. 08/2016; FA4809, e 2
Drugs | Austria by Sandoz Exp 2/2017, Class 111 | Specifications:Out of Sandoz, Inc
Gmbh, Distributed by FW363! specification result for a
Sandoz Inc., Princeton Exp11/20’17 known impurity obtained
NJ 08540, Product of during testing.
Spain, NDC 0782248
01
Dicloxacillin Sodium
Capsules USP, 500mg,
Only, 100 Capsule Lot # ENO0389, Failed
bottle, Manufactured in | EP0473, Exp. 8/201 Impurities/Degradation
Drugs Austria by Sandoz ; FA4834, FN2602, Class Il Specifications:Out of Sandoz. Inc
Gmbh, Distributed by Exp. 2/2017; specification result for a '
Sandoz Inc., Princeton FW3646 , known impurity obtained
NJ 08540, Product of Exp.11/2017 during testing.
Spain, NDC 0782258
01
Hyoscyamine Sulfate
Sublingual Tablets, 0.12
mg, packaged in 100
count bottles, Rx only, Chemical Contamination: Virtus
Drugs Manufactured for: Virtus| Lot #: 638J011A Class Il | Bottles may contain Pharmaceutical
Pharmaceuticals OPCO broken dessicants s, Llc
I, LLC. Nashville, TN
37217. NDC6439
030910
Drugs VRCHPNV Lot # 21601142 Exy Class Il | Defective delivery Virtus
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Prenatal/Postnatal 12/17 system: Softgel capsules| Pharmaceutical
capsules, prenatal are leaking. s, Llc
supplement, 3&count
bottle, Rx only,
Manufactured for: Virtus
Pharmacaeticals, LLC,
Tampa, FL 33619, NDC
69543224-30
Mycophenolate Mofetil,
Bulk Powder, Quantity Lot Number:
1000 g, For prescription A3160A, cGMP deviation; .
: . Attix
Druas compoundinguse and Manufacturer batch Class Il manufacturer is Not Pharmaceutical
9 medical manufacturing number: 151201, Registered with the Food s Inc
or processing only, Attix| Expiry November and DrugAdministration
Pharmaceuticals, 2017
Toronto, Canada
Irbesartan and
Hydrochlorothiazide
Tablets, USP, 300/12.5 .
ma. Rx onl Labeling: Incorrect or
9 Y, ) Missing Lot and/or Exp
Manufactured by: .
Zhejiang Huahai Date: Incorrect lot Prinston
jlang Hu: Lot #: 327B16002, number, 3278160012, .
Drugs Pharmaceutical Co., Ltd Class Il Pharmaceutical
. L - Exp 12/17 appears on the case labe
Xungiao, Linhai, Zhejian Inc
o the correct lot number,
317024, China;
L i 327B16002 appears on
Distributed by: Solco the immediate ontainer
Healthcare U.SLLC, '
Cranbury, NJ 08512,
NDC 4354-B31-09.
Lot #s: a) 626487,
Exp. 3/31/2016,
628181, Exp.
6/30/2016, 629827,
Ciprofloxacin Exp. 9/30/2016,
P . . 630495, Exp.
Ophthalmic Solution :
. 10/31/20186, Failed
(0.3% as base), Sterile, . .
632266, Exp. Impurities/Degradation
Rx only, a) 2.5 mL Bottl¢ e T
2/28/2017, 633683 Specifications: Firm
b) 5 mL Bottle, c) 10 mL )
. Exp. 4/30/2017, voluntarily recalled .
Bottle, For Topical Actavis Pharmg
Drugs . 347742, Exp. Class Il | products due to oubf-
Ophthalmic Use Only, i e Inc
; 09/30/2017; b) specification results for
Hi-Tech Pharmacal Co. . .
Inc., Amityville, NY 626487, Exp. an unknowninpurity at
iy o 3/31/2016, 627438, or near the expiration
11701, NDC: a)0383
628080, Exp. (24-month).
028202, b) 50383282
05, c) 5038028210 5/31/2016, 628181,
’ 628491, Exp.
6/30/2016, 628634,
Exp. 7/31/2016,
629141 Exp.
8/31/2016, 629827,
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Exp. 9/30/2016,
630495, EXxp.
10/31/2016,
631528, EXp.
12/31/2016,
632266, Exp.

2/28/2017, 347613,

Exp. 9/30/2017,
348175, Exp.

10/31/2017; «c)
628398 Exp.

6/30/2016, 630495,

Exp.10/31/ 2016,

630511, Exp.
10/31/2016 347361,
Exp. 8/31/2017

Lisinopril Tablets, USP
30mg, packaged in a)

500 count bottles, and
b)100-count bottles, Rx
only, Manufactured for:

Lot #: a) H303487,

CGMP Deviations:
finished products

Lupin Pharmaceuticals, H303488; b) ma_nufactured using Lupin .
Drugs . Class Il | active pharmaceutical Pharmaceutical

Inc. Baltimore, Maryland H303489, Exp. ingredients whose s Inc

21202, Manufactured 09/2016 . . ) '

: LT intermediates failed

by: Lupin Limited specifications

Pithampur (M.P.) 454 '

775 India, a) NDC 6818(

51602, b) 68186616-01

Lisinopril Tables, USP 4

mg, 1008count bottle,

Rx only, Manufactured CGMP Deviations:

for: Lupin finished products

Pha_rmaceuticals, Inc. Lot #: H303449, Ex| ma_nufactured using Lupin _
Drugs Baltimore, Maryland 09/2016 Class Ill | active pharmaceutical Pharmaceutical

21202, Manufactured ingredients whose s Inc.

by: Lupin Limited intermediates failed

Pithampur (M.P.) 454 specifications.

775 India, NO 68180

517-03

Lisinopril &

Hydrochlorothiazide

Tables, USP CGMP Deviations:

20mg/12.5mg, packaged finished products

in a)100count bottles Lot #: a) H303459, manufactured using Lupin
Drugs and b) 5006count b) H303460, Exp | Class Il | active pharmaceutical Pharmaceutical

bottles, Rx only, 09/2016 ingredients whose s Inc.

Manufactured for: Lupin intermediates failed

Pharmaceuticals, Inc. specifications.

Baltimore, Maryland

21202, Manufactured
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Product Type

Product Description

by: Lupin Limited
Pithampur (M.P.) 454
775 India, a) NDC 6818(
51901, b) 68186619-30

Code Info Class Reason for Recall Recalling Firm

Benzphetamine
HydrochlorideTablets,
50 mg, 36count bottle,

Lot #: 12825 A,

Discoloration: presence g

Drugs $I)E( C?I: l%}\l'\éfd ISZ;NT(;/WKH 12937A, Exp 8/18 Class i scuffing marks on tablets KVKTech, Inc.
PA 18940, NDC 10702
004003
Failed
CVS pharmacy Original impurities/degradation
) specification: An out of
Strength Al Controller ecification results has
tablets, 10 mg, 3@ount Lot # 79405008A, Efeen determined for an Dr. Reddv's
bottle, OTC, Distributed 79405008B, o : Y
Drugs by: CVS Pharmacy, Inc 79405008C, Exp Class Ill | individual related Laboratories,
O);;e CVS Drive S 05/2017’ substance during stability, Inc.
Woonsocket RI’ 02895 testing at the 18th month
’ ' interval for the
UPC 150049523 Famotidine 10 mg Tablet
USP.
. . Lot#:a) 44704
( 1
Clprofloxam.n OPTH 0.3 448991, 451531,
SOL, generic for: Ciloxal
Rx Only, 2.5 mL Bottle,| . 42571 Exp.
Re ackf; e'd by: Al dare; 10/2016, 454491, Failed
thrmacgutica)llls MEG,| 45801, 476471, Impurities/Degradation Aidarex
Drugs HiTech Pharmac:al Co. Exp. 02/2017 b)| Class Il | Specifications: Out of Pharmaceutical
Inc. Amitwville. NY v 409901 Exp: specification results for sLLC
11701 NE/)C o) 33061 | 0512016, 459601 unknown impurity.
' Exp. 08/2016,
821001, b) 332610614 453161, 459611
Exp. 09/2016
SECONAL SODIUM
(secobarbital sodium)
Capsules, USP, 100 mg Labeling: Incorrect or Valeant
100 Ct. Bottles, Rx Only| . Missing Package Insert: .
Drugs Distributed by: Valeant IIE‘)C:t if- 20595/2%712 Class Ill | Package insert is missing Pha;”&%f# tical
Pharmaceuticals North piry: ' warning regarding America LLC
America, LLC, anaphylaxis.
Bridgewater, NJ 08807.
NDC: 018#422010.
Duloxetine Delayed
Release Capsules, USP Failed Dissolution
20 mg, 66count bottles, Lot #: KV9795, Specification: Out of
Rx only, Manufactured KV9794, KV9796, pecihication. . Apotex
Drugs . Class Il | specification dissolution L
by Apotex Inc, Toronto KX6278; Exp results when testin Scientific, Inc
Ontario ML 1T9, 04/30/2016. 9

Manufactured for

Apotex Corp. Weston

product stability.
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Product Type

Product Description

Code Info Class Reason for Recall

Recalling Firm

Florida 33326, NDC

6050529956; UPC #

360505299560;

Duloxetine Delayed Lot #:

Release Capsules, USP| KW2167,KY9960,

60 mg, 36count bottles, | KV9789, KV9788;

Rx only, Manufactwed Exp 02/29/2016; Failed Dissolution

by Apotex Inc, Toronto| Lot#: KY9961, Exf Specification: Out of Apotex

Drugs Ontario MOL 1T9, 04/30/2016; Lot#:| Classlll | specification dissolution Scientific. Inc
Manufactured for KX6311, KX6312, results when testing '
Apotex Corp. Weston KY7795KX6315, product stability.

Florida 33326, NDC Exp 05/31/2016; Lof
605052997-3; UPC # #: KX6317, Exp
360505299737; 06/30/2016.
Duloxetine Delayed
Release Capsules, USP
30 mg, 36count bottles,
Rx only, Manufactured Lot #: KY5120, Faileqpisgolution
by Apotex Inc, Toronto Specification: Out of
: KW2164, KY9953, e ) . Apotex
Drugs Ontario ML 1T9, Class Il | specification dissolution .
KV9791, KV9792, : Scientific, Inc
Manufactured for Exp 03/31/2016 results when testing
Apotex Corp. Weston ' product stability.
Florida 33326, NDC
605052996-3; UPC #
360505299638.
Oxycodone HCI, Oral
Solution USP, 5 mg/5 .
mL, 15 mL bottles, Rx Falled_ . .
Drugs onI;/ Boehringer ' Lot #560185A; Exp Class Il Impupyes{Degradauon WestWard
L 6/30/2017 Specification; 9 month Columbus Inc
Ingelheim Roxane, Inc., stability
Columbus, OH-NDC
0054-039041
PYRIDOXINE HCL Lot #: 151226,
100MG/ML W/PRES
BUD: 06/17/16 Lot Lack of Assurance of
Drugs (BENZYL ETOH 0.02%) .. | Classlll o Medaus, Inc.
) #: 1602257, BUD: Sterility
5ML Vials, MEDAUS 08/23/16
PHARMACY
DULOXETINE Delayed
Release Capsules, USP Labeling; Incorrect or
60 mg, 1000 count Missing Lot and/or Exp
bottles, Rx only, Date; incorrect expiration| Golden State

Drugs Manufactured by: Logs(?igéé;og’ Class Ill | date on container label is| Medical Supply
Laboratorios del Dr. 02/2019, correct Inc.
Esteve, SA, Martorelles, expiration date should be
Barcelona--NDC 02/2018
60429166-10
Cyproheptadine .

Drugs Hydochloride Syrup, Lot #: CR1603, Exy Class I issb;yotatgr:a?d ?cr)ﬁﬂlécé)os LabI(;r)'/e?[iries
Oral Solution USP, 2 12/17 for cyproheptadine Inc '
mg/5 mL, packaged in a '
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Product Type  Product Description Code Info Class Reason for Recall Recalling Firm

amber glass 473 mL (on
pint) bottle with child
resistant screw closure,
Rx only, Distributed by:
Rising Pharmaceuticals,
Inc., Allendale, NJ 0740
Manufactured by: Lyne
Laboratories, Inc.,
Brockton, MA 02301,
NDC 6498050448

Lot # H400044,
Sirolimus Tablets, 1 mg, H400045 , Exp

100-count bottle, Rx 07/16; H400048, Failed
only, Manufactured by: Exp 08/16; impurities/degradation: Dr. Reddy's
Drugs Dr. Reddy's Laboratorie: H400055, Exp Class Il | out of specification result| Laboratories,
Limited, Visakhapatnam| 10/16; H400070, for impurity Inc.
-5300046 India, NDC H400071, H400073 secorapamycin.
5511165301 and H400074, Exp
11/16
BIOLOGICS
None | | |

*Please refer to FDA website for further information;
http://www.fda.gov/Safety/Recalls/EnforcementReports/default.htm
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CURRENT DRUG SHORTAGES

June 09, 2016

Reason of Shortage

Hospira has vecuronium available.

Teva states the shortage is due to manufacturing delays.
Pfizersoldvecuroniuminjectionto Mylan Institutionalin Decembei2013.

Ben Venue has stopped production in its planBadford, Ohio and closed in 2014.
Caracacannotprovide availabilityinformation at thistime.

Sagent is not marketing vecuronium 10 mg and 20 mg vials.

= =4 =4 =4 -4 =9

http:/iwww.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=490

June 09, 2016

Reason of Shortage
91 Pfizer has Tygacil on shortage due to manufacturing delays. The company is supplying 50 mg/5
mL vials during the shortage of the 10 mL vials.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1218

June 09, 2016

Reason of Shortage
1 Major has discontinued theophylline extendeelease tablets.
1 Teva cannot provide a reason for the shortage.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx 7?2241

June 09, 2016

Reason of Shortage
1 WestWard has sufentanil on shortage due to manufacturing delays.
1 Hospira has sufentanil on shortage due to manufacturing delays.
9 Akorn could not provide a reason for the shortage.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=823
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June 09, 2016

Reason of Shortage
1 Hospira has morphine PCA vials on shortage due to quality assurance issues.

http://www.ashp.org/menu/DrugShortages/CurreShortages/Bulletin.aspx?id=1220

June 09, 2016

Reason of Shortage
1 American Regent has indigo carmine on back order due to manufacturing delays.
1 Akornhasdiscontinuedproductionof indigocarminedue to shortageof raw material.

http://www.ashp.org/menu/DrugShortages/CurréBhortages/Bulletin.aspx?id=861

June 09, 2016

Reason of Shortage
1 Sandoz could not provide a reason for the shortage. However, fomepizole injection is
manufactured by Emcure for Sandoz. Bmcure manufacturing site was recently noted to have
FDA observations related to GMP and aseptic practices.
1 XGen has fomepizole injection available.
1 Mylan Institutional has fomepizole injection available.

http:/www.ashp.org/menu/DrugShortages/CurreBhortages/Bulletin.aspx?id=1173

May 20, 2016

Reason of Shortage
1 Akorn cannot provide a reason for the shortage
1 Hub Pharmaceuticals states the reason for the shortage was increased demand

http://ashp.org/menu/DrugShortages/CurrentShogas/Bulletin.aspx?id=1107#sthash.Jj9gKaH2.dpuf

June 09, 2016

Reason of Shortage
1 Akorn cannot provide a reason for the shortage.
91 Pfizer states the Cleocin Adthntage vials are on shortage due to manufacturing delays.
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Hospira divestd clindamycin injection to Alvogen in September 2015. Alvogen will sell Hospira
labeled product until supplies are gone and then will sell Alvogen labeled product.

Sandoz had clindamycin injection on shortage due to increased demand.

Sagent has clindamyrcinjection on shortage due to manufacturing delays.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1029

June 13, 2016

Reason of Shortage

1
T
T

Fresenius Kabi has mitoxantrone availabledioect order.
Hospira has mitoxantrone injection on shortage due to manufacturing delay.
Teva has mitoxantrone injection on allocation due to current market conditions.

http:/www.ashp.org/menu/DrugShortages/CurrentShortagealRtin.aspx?id=1212

May 25, 2016

Reason of Shortage

f
f

Hospira has enalaprilat injection available
WestWard has enalaprilat injection on shortage due to manufacturing delays

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletspa?id=587#sthash. Ffl9EBdpuf

June 14, 2016

Reason of Shortage

)l
1
)l

Caraco cannot provide availability information at this time.
Sandoz states the reason for the shortage was increased demand.
Teva states the shortage is due to manufacturing delays.

http://www.ashp.org/menu/DrugShortages/CurréBhortages/Bulletin.aspx?id=737

June 15, 2016

Reason of Shortage

1
T

Akorn cannot provide a reason for the shortage.
Hub Pharmaceuticals states the reason for the shortage was increased demand.

http://www.ashp.org/menu/DrugShortages/Curre8hortages/Bulletin.aspx?id=1107
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June 16, 2016

Reason of Shortage
1 GlaxoSmithKline could not provide a reason for the shortage.
9 Sandoz has sumatriptan nasal spray on shortage due tauptatnstraints.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1222

June 16, 2016

Reason of Shortage
1 Sanofi Pasteur has IPOL vaccine on allocation due to the shortage of other combination vaccines
(e.g., Pentacel).

http://www.ashp.org/menu/DrugShortages/Curre8hortages/Bulletin.aspx?id=1228

June 16, 20@

Reason of Shortage
1 Shionogi Pharma has Methylin chewable tablets on shortage due to manufacturing issues.
9 Gavis launched methylphenidate chewable tablets in April 2015.

http://www.ashp.org/menu/DrugShortages/Curre8hortages/Bulletin.aspx?id=1163

June 16, 2016

Reason of Shortage
9 Heritage states the shortage is due to a delay in obtaining active ingredient.
1 SanofiAventis could not provide a reason for the shortage.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=711

June 16, 2016

Reason of Shortage
1 Sanofi Pasteur has Daptacel in short supply due to the shortage of othelfir@tinh vaccines
(eg, Pentacel).
1 GlaxoSmithKline has Infanrix available.

http://lwww.ashp.org/menu/DrugShortages/CurrentShortageslRtin.aspx?id=922
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June 16, 2016

Reason of Shortage
1 Sanofi Pasteur states the reason for the shortage is manufacturing delay

http:/www.ashp.org/menu/DrugShortages/CurréBhortages/Bulletin.aspx?id=921

June 16, 2016

Reasorof Shortage
9 Perrigo and Fougera cannot provide a reason for the shortage.
1 Geritrex introduced dibucaine 1% ointment in March 2014.
1 Novartis divested the rights for all Nupercainal ointment products to Ducere Pharma in 2013.
1 These products are available @vgheCounter.

http:/www.ashp.org/menu/DrugShortages/Curreghortages/Bulletin.aspx?id=1074

June 16, 2016

Reason of Shortage
9 Alcon had Cyclomydril ophthalmic solution losick order due to production delays

http:/www.ashp.org/menu/DrugShortages/Curreghortages/Bulletin.aspx?id=1214

June 17, 2016

Reason of Shortage
1 Sandoz and Teva could not provide a reason for the shortage.
91 Pfizerhad DepeMedrol injection on a shofterm shortage due to increased demand for Solu
Medrol.

http://www.ashp.org/menu/DrugShortages/Curréghortages/Bulletin.aspx?id=923

June 17, 2016

Reason of Shortage
1 WestWard has chlorpromagze injection on shortage due to manufacturing delays.
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http://www.ashp.org/menu/DrugShortages/Currehortages/Bulletin.aspx?id=1188

June 17, 2016

Reason of Shortage
1 American Regent discontinued benztropine injection in May 2015.
1 Fesenius Kabi recalled benztropine injection due to potential for glass particles in the vials. The
product is on longerm back order.
1 Nexus divested benztropine injection to Fresenius Kabi in 2012.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1042

June 20, 2016

Reason of Shortage

T WestWar d Phar maceutical s parent company, Hi kma
injection from Bedford in July 2@1WestWard is not actively marketing Adriamycin injection at
this time.
Teva has doxorubicin solution for injection on allocation due to current market conditions.
Fresenius Kabi has doxorubicin solution for injection available.
Caraco has discontinueaxborubicin solution for injection 25 mL and 100 mL vials.
Pfizer had doxorubicin solution for injection on shortage due to shipping delays.
Sagent has doxorubicin solution for injection on back order due to manufacturing delays.
Mylan Institutional cannoprovide a reason for the shortage.
Actavis has doxorubicin injection available.
FDA is allowing temporary importation of doxorubicin lyophilized powder for injection 50 mg
vials. These vials were manufactured for Hospira UK Limited. The labeling ashaeltading
for the imported product is different from the US version. FDA has the Dear Healthcare
Professional Letter linked on their website. The letter includes a link to both the US and United
Kingdom package inserts to help explain the differencéshieling and packaging. Ordering can
be done directly with Hospira Customer Care at-94%-7747.
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http://www.ashp.org/menu/DrugShortages/CurréBhortages/Bulletin.aspx?id=464

June 21, 2016

Reason of Shortage

1 Tevaproducts are on shortage due to manufacturing delays.

T WestWar d Phar maceuticals’ parent company, Hi kma
decanoate injection from Bedford in July 2014. WM&ird is not actively marketing haloperidol
decanoate injectiorat this time. .

1 Fresenius Kabi has haloperidol decanoate on shortage due to-&mortmanufacturing delays.
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http://www.ashp.org/menu/DrugShortages/CurreShortages/Bulletin.aspx?id=526.

June 22, 2016

Reason of Shortage
1 Mylan,Glenmark, and Teva did not piide a reason for the shortage.

http:/imwww.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1236

June 23, 2016

Reason of Shortage
1 American Regent has sodium phosphate injectiosloortage due to manufacturing delay.
1 Fresenius Kabi states the reason for the shortage was increased demand.
9 Hospira had sodium phosphate injection on shortage due to manufacturing delay.

http://www.ashp.org/menu/DrugShortages/CurréBhortages/Bulletin.gsx?id=770

June 23, 2016

Reason of Shortage
1 Pfizer (Hospira) has discontinued phenytoin sodium injection.
1 X-Gen is no longer marketing phenytoin sodium injection.

http://www.ashp.org/menu/DrugShortages/Curreghortages/Bulletin.aspi?=740

June 23, 2016

Reason of Shortage
1 Astramorph injection has been unavailable since 2012. Fresenius Kabi changed manufacturing
sites and cannot estimate if Astramorph will return.
1 Hospira states the shortage is due to manufactgrielays.
1 WestWard launched several new morphine sulfate products in-&gptember 2015. They are
not actively marketing the 15 mg/mL 1mL vials.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Btileaspx?id=664
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June 23, 2016

Reason of Shortage
1 AuroMedics has not provided a reason for the shortage.
9 Fresenius Kabi has Sensorcaine on shortage due to increased demand for the product.
9 Hospira has bupivacaine on shortage due to manufacturing delays.

http:/www.ashp.org/menu/DrugShortages/Curreé8hortages/Bulletin.aspx?id=864

June 24, 2016

Reason of Shortage

1 Fresenius Kabi has imipenem and cilastatin sodium injection on shortage due to increased
demand.
Hospira has imipenem and cilastagodium injection on shortage due to manufacturing delays.
Merck has discontinued Primaxin AiMantage vials as well as the 250 mg vials. Merck has
Primaxin 500 mg vials available.

1
1
http://www.ashp.org/menu/DrugShortages/Curre8hortages/Bulletin.aspx?id=1182

June 24, 2016

Reason of Shortage
1 American Regent discontinued both epinephrine presentations in early 2015.
1 Amphastar states the shortage is due to increased demand.
1 BPI Labs received FDA approvalpinephrine injection in 2014 and the company launched
product in February 2015.
9 Hospira has epinephrine syringes on shortage due to manufacturing delays.

http:/www.ashp.org/menu/DrugShortages/CurréBhortages/Bulletin.aspx?id=685

June 24, 2016

Reason of Shortage
1 IGI Laboratories changed its name to Teligent in@¢&ober 2015.
1 Covis divested Fortaz injection to IGI Laboratories in October 2015.
1 Hospira has Tazicef on shortage due to increased demand.
9 Sagent has ceftadime injection on shortage due to manufacturing delays.
1 Sandoz discontinued ceftazidime 1 gram and 2 gram vials in 2015.

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1195
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June 24, 2016

Reason of Shortage
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Apotexcould not provide a reason for the shortage.

BBraun has cefepime on allocation due to increased demand.

Baxter has cefepime on shortage due to increased demand.

Fresenius Kabi has cefepime injection on shortage due to manufacturing delays.
Sagent has ceféme injection on shortage due to manufacturing delays.

WG Ciritical Care has cefepime injection on shortage due to increased demand.
Hospira has Maxipime on shortage due to manufacturing delays.

Sandoz discontinued cefepime injection in early 2016.

http:// www.ashp.org/menu/DrugShortages/Curré&tiortages/Bulletin.aspx?id=1176

June 27, 2016

Reason of Shortage

= =4 =4 = -8 -9

Aurobindo could not provide a reason for the shortage.
Major discontinued zolpidem tartrate immediatelease tablets.
Mylan has most zolpidem presentations available.

Sandoz has zolpidem available.

Torrent has zolpidem available.

SanofiAventis has Ambien available.

http://www.ashp.org/menu/DrugShortages/Curre8hortages/Bulletin.aspx?id=1219

June 27, 2016

Reason of Shortage
Ben Venue stopped production in its plant in Bedford, Ohio and closed in July 2014.

= =4 =4 =4 -8 -8 9

WestWard states the shortage was due to manufacturing delays.

Oral famotidine products are not affected by this shortage.

Pfizer launched famotidine injections in March, 2012.

Mylan Institutional acquired famotidine injections from Pfizer on December 6, 2013.
Baxter has famotidine premixed bags available.

Fresenius Kabi has famotidine injection available.

http:/imwww.ashp.org/menu/DrugShortages/CurréBhortages/Bulletin.aspx?id=810
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June 27, 2016

Reason of Shortage
1 Baxter states they were experiencing increased demand.
9 BBraun has 70% dextrose available.
9 Hospirahad product on shortage due to manufacturing delays.

http:/www.ashp.org/menu/DrugShortages/Curreghortages/Bulletin.aspx?id=1133

June 27, 2016

Reason of Shortage
1 Hospira has 14.6% sodium chitte solutions for injection on shortage due to manufacturing
delays

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1195

June 28, 2016

Reason of Shortage
1 Akorn has recently launched tobramycin solutionifgection.
1 Fresenius Kabi has tobramycin solution for injection on shortage due to increased demand.
1 Mylan Institutional could not provide a reason for the shortage.
9 Teva has tobramycin solution for injection on shortage due to manufacturing delays.

http://www.ashp.org/menu/DrugShortages/Currédhortages/Bulletin.aspx?id=701

June 28, 2016

Reason of Shortage
9 Bracco diagnostics could not provide a reason for the shortage.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Btith.aspx?id=1237

June 28, 2016

Reason of Shortage
9 Allergan states the shortage is due to manufacturing delays.
1 Allergan is the sole supplier of flurandrenolide tape.
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http://www.ashp.org/menu/DrugShortages/CurreBhortages/Bulletin.aspx?id=1241

June 28, 2016

Reason of Shortage
1 Altaire and OCuSOFT did not provide a reason for the shortage.
1 Hub has fluorescein/benoxinate on shortage due to manufactulaigys.

http://www.ashp.org/menu/DrugShortages/CurreBhortages/Bulletin.aspx?id=1239

June 28, 2016

Reason of Shortage
1 Guerbet states their Lipiodol product is in short supply due to manufacturing problems at
Jubliant HollisterStier, thenanufacturing site in Canada that supplies Lipiodol for Guerbet. The
company estimates the shortage will last at least one year.

http:/iwww.ashp.org/menu/DrugShortages/CurréBhortages/Bulletin.aspx?id=618

June 30, 2016

Reasorof Shortage
9 Pfizer states the shortage is due to a delay in the manufacturing process.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1232

June 30, 2016

Reason of Shortage
1 Amphastar has 50% dextrosedajion on shortage due to increased demand.
1 Hospira has 50% dextrose injection on shortage due to increased demand and manufacturing
delays.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1012

July 1 2016

Reason of Shortage
1 Bedford discontinued lorazepam injection in May, 2011.
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WestWard has product on shortage due to manufacturing delays.
Hospira has product on shortage due to manufacturing delays.
Akorn has not provided a reason for thkortage.

Amphastar has product available.

= =4 =4 =N

http:/iwww.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=747

July 1, 2016

Reason of Shortage
9 Fresenius Kabi states the reason for the shortage is increased demand.
1 Hospira states the reason for the shortage was manufacturing delay.
1 Sagent states the reason for the shortage is increased demand.
i Sandoz cannot provide a reason for the shortage.
1 WG Critical Care states the reason for the shortage is increased demand.

http://lwww.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1101

July 1, 2016

Reason of Shortage
1 American Regent cannot provide a reason for the shortage of caffeine and sodium benzoate
injection
1 AmericanRegent is the sole manufacturer of caffeine and sodium benzoate injection.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=817

July 1, 2016

Reason of Shortage
1 American Regent has ammonium molybdatgction on shortage due to manufacturing delays.
1 American Regent is the sole supplier of ammonium molybdate injection.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1003

July 7, 2016

Reason of Shorige
I Teva states the shortage is due to manufacturing delays.
1 WestWard states the shortage was due to manufacturing delays.
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9 Hospira states the shortage is due to manufacturing delays.
1 XGen is in the process of changing NDC numbers for promethiaggogion and awaiting FDA
approval for two new presentations.

http:/imww.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=654#sthash.VQYT8QIR.d
puf

July 7, 2016

Reason of Shortage
9 Baxter has a consistent supmlf/potassium chloride injection.
1 Fresenius Kabi has some potassium chloride injection available.
1 Hospira has potassium chloride injection on shortage due to increase demand and
manufacturing delays.

http://www.ashp.org/menu/DrugShortages/CurrentShortagBsiletin.aspx?id=696

July 7, 2016

Reason of Shortage

9 Apotex has piperacillin/tazobactam on shortage due to regulatory delays.

9 AuroMedics and Sandoz could not provide a reason for the shortage.

1 Baxter has Zosyn frozgmemixes on allocation due to increased demand.

1 Fresenius Kabi has piperacillin/tazobactam on shortage due to increased demand.

1 Mylan Institutional launched piperacillin/tazobactam 3.375 gram and 4.5 gram vials in early
June 2016.

91 Pfizer has Zosyn on shage due to manufacturing delays. Pfizer estimates there will be supply
shortages through December 2015 for the single dose vials and 1st quarter 2017 for the bulk
vials.

9 Sagent has piperacillin/tazobactam on shortage due to increased demand.

1 Sandoz discoimued piperacillin/tazobactam in late 2015.

1 WG Critical Care states the reason for the shortage is increased demand.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1075

July 7, 2016

Reason of Shortage
1 American Regent cannot provide a reason for the shortage.
1 Sandoz has olanzapine injection on shortage due to increase demand.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1093
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July 7, 2016

Reason of Shortage
1 Sanofi Pasteur cannot provide a reason for the shortage.
1 GlaxoSmithKline acquired Bexsero and Menveo from Novartis Vaccines and Diagnostics in 2015.
1 Pfizer has Trumenba available.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1192

July 7, 2016

Reason of Shortage
1 BD Rx has ketorolac injection available. BD RX is now part of Fresenius Kabi.
1 Fresenius Kabi has ketorolac icjen available.
9 Hospira has ketorolac on shortage due to manufacturing delays for quality improvement
activities and increased demand for the product.
Sagent states the reason for the shortage is manufacturing delay.
WestWard is not actively marketing tarolac injection.
Ben Venue closed its plant in Bedford, Ohio in July 2014.
FDA imposed an import ban in 2013 on several Wockhardt products including ketorolac.
Sprix Nasal Spray is not affected by this shortage.
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http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=593

July 7, 2016

Reason of Shortage

9 Patriot Pharmaceuticals has haloperidol lactate available.

9 Sagent has haloperidol lactate on shortage duenamufacturing delays.

1 Teva has haloperidol lactate on shortage due to manufacturing delays.

1 WestWard Pharmaceuticals' parent company, Hikma Pharmaceuticals, acquired several
products from Bedford Laboratories in July 2014 including haloperidol lactatgion. West
Ward is not actively marketing haloperidol lactate at this time.

9 Janssen has Haldol injection available.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=527

July 7, 2016

Reason of Shodge
9 Validus Pharmaceuticals acquired Anzemet injection from Sanofi US in December 2015.
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9 Validus Pharmaceuticals has temporarily discontinued all Anzemet injection presentations and
cannot estimate a resupply date.

http:/lwww.ashp.org/menu/DrugShortages/CrentShortages/Bulletin.aspx?id=1230#sthash.ImbQVe8
w.dpuf

July 7, 2016

Reason of Shortage
9 Fresenius Kabi has cisatracurium besylate injection on shortage due to increased demand.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1234

July 8, 2016

Reason of Shortage
1 Ben Venue closed its plant in Bedford, Ohio in July 2014.
1 Fresenius Kabi has propranolol injection on back order due twfaaturing delays.
i Sandoz cannot provide a reason for the shortage.
1 WestWard has propranolol injection available.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1091

July 8, 2016

Reason ofShortage
1 American Regent has potassium acetate on shortage due to manufacturing delays.
9 Hospira had potassium acetate on shortage due to increased demand.
1 Exelareceived FDA approval for potassium acetate injection iDietember 2015. Exela has
potassium acetate injection available.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=668

July 8, 2016

Reason of Shortage
1 Fresenius Kabi states the shortage was due to increased demand.
9 Par Sterile Produci$ormerly JHP) discontinued generic oxytocin injection in July 2014. Par
Sterile Products discontinued Pitocin 10 unit/mL 50 mL vials in September 2015.
1 WestWard is not actively marketing oxytocin.
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http://www.ashp.org/menu/DrugShortages/CurrentShortageslBtin.aspx?id=876

July 11, 2016

Reason of Shortage
1 Pfizer (Hospira) has Erythrocin on shortage due to manufacturing delays.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=546

July 12, 2016

Reason of Shortage
9 Pfizer states the reason for the shortage is manufacturing delay.
1 Recombinant thrombin topical solution products (Recothrom) are available and not affected by
this shortage.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1199

July 12, 2016

Reason of Shortage
1 American Regent has morrhuate sodium injection on shortage due to manufacturing delays.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=903

July 12, 2016

Reason of Shortage
1 American Regent has had magnesium sulfate unavailable since late 2012.
1 Fresenius Kabi has magnesium sulfajection on shortage due to increased demand for the
product. The company has launched 2 new NDC codes for magnesium sulfate 20 mL and 50 mL
vials (these replace the older codes of the 20 mL (NDC 6332820) and 50 mL (NDC 63323
006450) vials).
1 Hospia has magnesium sulfate injection on shortage due to manufacturing delays.
1 X-Gen had magnesium sulfate injection on shortage due to increased demand.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=757
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July 12, 2016

Reason of Shortage
9 Bedford discontinued carboplatin in May, 2011 to concentrate on the manufacturing of other
products.
Fresenius Kabi has carboplatin on shortage due to increased demand for the product.
Hospira has carboplatin egtion available.
Mylan Institutional cannot provide a reason for the shortage.
Sagent states the reason for the shortage is increased demand for the product.
Sandoz has discontinued carboplatin injection.
Teva states the reason for the shortage is inceglademand for the product.

= =4 =4 =4 -4 A

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1005

July 12, 2016

Reason of Shortage
1 Amphastar had atropine on shortage due to increased demand.
9 Hospira states the shortageas due to manufacturing delays.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=814

July 12, 2016

Reason of Shortage

9 Fresenius Kabi states the reason for the shortage is increased demand.

i Sagent states theeason for the shortage is manufacturing delay. Sagent stopped marketing the
10 gram vials in early 2016.
Sandoz cannot provide a reason for the shortage.
WG Critical Care states the reason for the shortage was increased demand. WG Critical Care
discontirued ampicillin 250 mg and 10 gram vials in early 2016.
http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1226

)l
)l

July 12, 2016

Reason of Shortage
1 Fresenius Kabi has sodiuwmloride concentrated solution on shortage due to increased
demand.
9 Hospira has 23.4% sodium chloride solutions for injection on shortage due to increased demand.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1194
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July 13, 2016

Reason of Shortage
1 Par was not able to provide a reason for the shortage.
i Teva was not able to provide a reason for the shortage.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=838

July 13, 2016

Reason of Shortage
9 Perrigo and Valeant did not provide a reason for the shortage.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1050

July 13, 2016

Reason of Shortage

1 Fresenius Kabi has bleomycin on back order due to shortage of active pharmaceutical
ingredient.

9 Hospira has bleomycin on shortage due to increase demand for the product.

9 Teva has temporarily discontinued bleomycin.

1 FDA is allowing temporary importation lfeomycin sulfate powder for injection 15,000 IU (15
units bleomycin sulfate USP). These vials were manufactured for Amneal Australia. The labeling
and bar coding for the imported product is different from the US version. The imported product
should be usé in the same way as the US product. FDA Dear Healthcare Professional letter. The
product should be available to order through major wholesalers.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1233

July 142016

Reason of Shortage
1 Fresenius Kabi did not provide a reason for the shortage.
1 Sagent has octreotide on shortage due to manufacturing delays.
1 Tevais relaunching several presentations this year.
1 Sun Pharm did not provide a reason for the shortage.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=803
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July 14, 2016

Reason of Shortage
1 Hospira states the shortage is due to manufacturing delays.
9 Baxter has all presentations fully available at thise.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=831

July 14, 2016

Reason of Shortage
1 Fresenius Kabi has furosemide injection available.
1 American Regent has furosemide injection on shortage due to raatwing delays.
1 Hospira has furosemide injection available.
1  Wockhardt has discontinued all furosemide injection presentations.
9 Claris has furosemide injection available.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=636

July 14, 2016

Reason of Shortage
1 Hospira has 25% dextrose syringes on shortage due to increased demand.
9 Hospira is the sole supplier of 25% dextrose syringes.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1011

July 14, 2016

Reason of Shortage

Mylan Institutional discontinued ampicillin sulbactam 1.5 gram and 3 gram vials.

Pfizer (Hospira) has discontinued thganeric ampicillin sulbactam products.

Sandoz cannot provide a reason for the shortage.

Sagent has ampicillin sulbactam vials on allocation due to increased demand for the product.
WG Critical Care states the shortage is due to increased demand.
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http://lww w.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=805
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July 14, 2016

Reason of Shortage
1 WestWard launched amikacin injection in 2 mL and 4 mL vials in December 2015.
9 Teva's product is unavailable due to manufactudetpys.
1 Heritage had amikacin injection on shortage due to manufacturing delays.
1 Fresenius Kabi launched amikacin in early 2016. Both 2 mL and 4 mL vials are available.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=501

July 15, 2016

Reason of Shortage
1 Amphastar has sodium bicarbonate on shortage due to increased demand.
9 Fresenius Kabi is not currently manufacturing sodium bicarbonate 4.2% 5 mL vials.
9 Hospira had sodium bicarbonate on shortage dueemufacturing delays.
9 Hospira is the sole supplier of the 4.2% 10 mL syringes used in pediatric patients.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=788

July 15, 2016

Reason of Shortage

WestWarddiscontinued ranitidine injection in September 2014.

Covis had Zantac on shortage due to capacity issues at the manufacturer.
IGI laboratories acquired Zantac injection from Covis in October 2015.
Zydus has ranitidine injection available.

Oral ranitidineproducts are not affected by this shortage.

=A =4 =4 =4 =9

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=820

July 15, 2016

Reason of Shortage
9 Actavis has propranolol tablets available.
9 Heritage is not markétg propranolol tablets at this time.
1 Northstar discontinued all propranolol tablets in February 2015.
1 Mylan Institutional discontinued propranolol uriibse tablets. The 10 mg tablets were
discontinued in March 2013, the 20 mg tablets were discontinuédag 2014, and the 40 mg
tablets were discontinued in January 2015.
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1 Qualitest refuses to provide product availability as the company considers it proprietary
information.

1 Teva could not provide a reason for the shortage.

1 Major discontinued propranolol tabts in early 2016.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1189#sthash.d55pIBuU.

dpuf

July 15, 2016

Reason of Shortage
1 Allergan has Ocuflox ophthalmic solution on a sherin back order.
1 Akorn did not provide a reason for the shortage.
1 Rising did not provide a reason for the shortage.
1 Valeant did not provide a reason for the shortage.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1235

July 15, 2016

Reason of Shortage
1 Fresenius Kabi states the reason for the shortage was increased demand.
9 Pfizer states the reason for the shortage is manufacturing delay.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulhetispx?id=1077

July 15, 2016

Reason of Shortage
9 Hospira has discontinued all premixed bags except for the 60 mg/50 mL size. This presentation is
on longterm back order due to manufacturing delays.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=728

July 15, 2016

Reason of Shortage
9 Fresenius Kabi had flumazenil on shortage due to sleomt manufacturing delays.
1 Mylan Institutional cannot provide a reas for the shortage.
1 Sandoz discontinued flumazenil injection in 2015.
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1 WestWard states the reason for the shortage is increased demand.-Wastl is not actively
marketing flumazenil 5 mL (NDC 00631132-10) and 10 mL (NDC 0068031-10) vials.
AlternateNDCs are available.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1184

July 15, 2016

Reason of Shortage
9 Akorn states the reason for the shortage is increased demand due to market conditions.
9 Hospira stateshe reasons for the shortage are manufacturing delays and increases in demand.
1 WestWard had diltiazem injection on shortage due to manufacturing delays caused by
increased demand due to current market conditions.

http:/www.ashp.org/menu/DrugShortages/CrentShortages/Bulletin.aspx?id=217

July 15, 2016

Reason of Shortage
1 Biocodex USA acquired Totect from Apricus Pharmaceuticals in April 2013.
1 Mylan Institutional could not provide a reason for the shortage.
1 WestWardPharmaceuticals' parent company, Hikma Pharmaceuticals, acquired dexrazoxane
injection from Bedford in July 2014. Weafard is not actively marketing dexrazoxane injection
at this time.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.&&dx415

July 15, 2016

Reason of Shortage
1 American Regent has dexamethasone sodium phosphate on shortage due to manufacturing
delays.
AuroMedics has dexamethasone sodium phosphate is available.
Fresenius Kabi has dexamethassodium phosphate is available.
WestWard has dexamethasone sodium phosphate is available.
Mylan Institutional states the shortage is due to increased demand.
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http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=751
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July 15, 2016

Reason of Shortage
1 Teva and Hospira have desmopressin injection on shortage due to manufacturing delays.
1 Ferring divested generic desmopressin to Amring Pharmaceuticals in January 2016.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1010

July 15, 2016

Reason of Shortage
9 Fresenius Kabi had cytarabine on shortage due to increased demand.
1 Mylan Institutional cannot provide a reason for the dlage.
1 WestWard discontinued cytarabine injection in September 2014.
9 Hospira has all cytarabine injection available.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=413

July 15, 2016

Reason of Shortage
1 Akorn stateshe reason for the shortage is increased demand due to market conditions.
1 Hospira states the reasons for the shortage are manufacturing delays and increases in demand.
1 WestWard had diltiazem injection on shortage due to manufacturing delays caused by
increased demand due to current market conditions.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=217

July 19, 2016

Reason of Shortage

1 WestWard launched thiotepa in August 2015.

1 FDA was allowing temporaimportation of Tepadina (thiotepa), from Adienne SA in Italy. There
may still be product available at some healthcare centers but importation stopped in December
2015. The solution is similar in formulation to US thiotepa. The main differences between th
two products are listed below.

I Tepadina comes in 15 mg and 100 mg vials while the US thiotepa from Bedford only comes in a
15 mg vial. Reconstitution of the products should still yield a final concentration of 10 mg/mL
and therefore use caution in choogj vial size and volume of diluent.

1 Tepadinais indicated for different uses and therefore different dosing regimens are on the
Europe labeling compared to US labeling, but it is the same product as in the US.
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1 The bar coding for the Italian product willtrygrovide correct information to bar code readers
since the manufacturing code is not an NDC number.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=589

July 19, 2016

Reason of Shortage
1 AmnealPharmaceuticals, Avkare, SDA Laboratories discontinued phenazopyridine tablets.
1 Gemini Laboratories has new NDC numbers for Pyridium products. Gemini has product
available.

9 Marlex could not provide a reason for the shortage. They have discontinued #fiebi©0
count presentations.

http:/www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1144

July 19, 2016

Reason of Shortage
1 Hospira has discontinued Claforan. Saaféntis manufactured Claforan for Hospira andds
longer making the product.
1 Baxter discontinued Claforan in |a2®15.
1 WestWard has cefotaxime on shortage due to increased demand.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=826

July 19, 2016

Reason of Shortage
1 American Regent has calcium gluconate on shortage due to manufacturing delays.
9 Fresenius Kabi has calcium gluconate available.
9 American Regent has issued a statement that all lots of calcium gluconate may contain glass
particles and fters must be used. Do not use if there are visible glass particles and filter all
other product.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=48
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July 19, 2016

Reason of Shortage
1 American Regeritas calcium chloride on shortage due to manufacturing delays.
1 Amphastar had calcium chloride on shortage due to increased demand.
1 Hospira has calcium chloride on shortage due to manufacturing delay.
1 Mylan Institutional has withdrawn calcium chloride sygsdgrom the market. The company

recalled the syringes in April 2015 due to incompatibility of the syringes and some needless
adaptors.

http://www.ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=941

*Pleaserefer to ASHP website for more information
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NEW DRUGS COMING TO MARKET

| MARKET
PRODUCT MFR ROUTE INDICATION PHARMACOLOG RELEASE
AG170 (cetirizine) Nicox S.A. Topical Allergic Conjunctivitis | Histamine H1 10/2016
(Ophthalmology) receptor inverse
agonist
Andexxa (Andexanet| Portola Intravenous (IV) | Drug Toxicity Reverse the 08/2016
Alfa) anticoagulant effects
of Factor Xa
inhibitors
Apadaz KemPharm Oral (PO) Acute Pain Targets opioid 09/2016
(benzhydrocodone receptors; designed
hydrochloride and to deter tampering
acetaminophen) and abuse
Afstyla CSL Behring Intraveous (IV) | Hemophilia A for Recombinant singt | 08/2016
routine prophylaxis; chain factor VII
on-demand treatment
and control of bleeding
episodes; perioperative
management of
bleeding
Arymo ER (morphine| Egalet Intranasal, Oral | Moderate to Severe Targets opioid 10/2016
sulfate) Corporation (PO) Pain receptors;
controlledrelease
formulation of
morphine
Axumin Blue Earth Intravenous (IV) | PETimaging in men Fluciclovine F 18 09/2016
Diagnostics with suspected
prostate cancer
recurrence
Bezlotoxumab Merck Intravenous (IV) | Clostridium difficile Human antibody 07/2016
Associated which targets and
Diarrhea/Infection neutralizes the
(CDAD/CDI) effects of Toxin B
Biosimilar Amgen Subcutaneous | Psoriasis, Rheumatoid| Recombinant human| 09/2016
Adalimumab (SQ) Arthritis (RA) IgG1 monoclonal
antibody specific for
human necrosis
factor (TNF)
Biosimilar Etanercept Novartis AG Subcutaneous | PsoriasisRheumatoid | Recombinant protein| 06/2016-07/2016
(SQ) Arthritis (RA), with properties of a | (Psoriasis),
Ankylosing Spondylitis,| monoclonal 07/201608/2016
Psoriatic Arthritis (PA) | antibody; specific for| (for other
human necrosis indications)
factor (TNF)
Biosimiar Novartis AG Subcutaneous | Neutropenia / Pegylated form of 07/2016:08/2016
Pedfilgrastim (SQ) Leukopenia recombinant human
granulocytecolony
stimulating factor (G
CSF), filgrastim
Copyright© PerformRx, LLC 2016Rifihts Reserved 139




PRODUCT

Brodalumab

MFR

Valeant
Pharmaceutical
s International

ROUTE

Intravenous (1V),
Subcutaneous

(SQ)

INDICATION

Psoriasis

PHARMACOLOG'

Human monoclonal
antibody that binds
to and blocks
signaling via the
interleukin-17 (11-17)
receptor

MARKET
RELEASE
11/2016

Byvalson

Allergan

Oral (PO)

Hypertension

Beta blocker and
angiotensin |l
receptor blocker
combination

11/2016

Carbella
(carbamazepine)

H. Lundbeck
A/IS

Intravenous (1V)

Seizure Disorders
(Epilepsy} Partial

Reduces polysynapti
responses and blockj
post-tetanic
potentiation by
stabilizing the
inactive state of
voltagegated

sodium channels in
neurons

10/2016

Dextenza

Ocular
Therapeutix

Intraocular/Subr
etinal/Subconjun
ctival

Ocular Inflammation
(Ophthalmology)

Release sustained
level of
dexamethasone
depot via a hydrogel
punctum plug

07/2016

EL1200

Elite

Oral (PO)

Moderate to Severe
Pain

Abuse deterrent
opioid product

07/2016

Eoquin (apaziquone)

Spectrum

Intravesical

Bladder Cancer

Prodrug that is
activated to cytotoxic
alkylating agent by
bio-redcutive
enzymes

12/2016

Epclusa

Gilead Sciences

Oral (PO)

Treatment of genotype

chronic hepatitis C 1, 2

3, 4, 5, or 6 infection in
adult patients without
cirrhosis or with
compensated cirrhosis
or in combination with
ribavirin in patients
with decompensated
cirrhosis

Velpatasvir and
sofosbuvir
combination that
inhibits HCV NS5A
protein and NS5B
RNAdependentRNA
polymerase

Currently
undetermined

Epinephrine PFS Allergan plc Intramuscular Anaphylaxis Directacting N/A
(IM) sympathomimetic
drug that acts as an
agonist at alpha and
beta-adrenergic
receptors
Etelcalcetide Amgen Intravenous (IV) | Hyperparathyroidism | Peptide protein 08/2016
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PRODUCT

(velcalcetide)

MFR

ROUTE

INDICATION
(Secondary)

PHARMACOLOG'

kinase C (PKC)
epsilon inhibitor

MARKET
RELEASE

Eteplirsen

Sarepta
Therapeutics

Intravenous (1V)

Muscular Dystrophy

Novel
phosphorodiamidate
morpholino oligomer
(PMO) designed to
induce the skipping
of exon 51 irthe
dystrophin gene

06/201607/2016

FIAsp

Novo Nordisk
AIS

Subcutaneous

(SQ)

Diabetes Mellitus, Typ€g

Ultra-fast-acting
insulin analogue
intended to provide
faster onset of action
than the currently
available agents

12/2016

GoNitro

Espero
Pharmaceutical
S

Oral (PO)

Acute relief of an attack

or prophylaxis of
angina pectoris due to

coronary artery disease

Nitroglycerin that
forms free radical
nitric oxide

11/2016

Heplisav

Dynavax
Technologies
Corporation

Intramuscular
(IM)

Hepatitis BPrevention
(Vaccines, Antiviral)

Specifically targets
TolkLike Receptor 9
(TLRO) to stimulate
an innate immune
response

12/2016

Invokamet XR
(canagliflozin /
extended release
metformin)

Johnson &
Johnson

Oral (PO)

Diabetes Mellitus, Type

Sodiumglucose
cotransporter2
(SGLT?2) inhibitor;
also targets AMP
activated protein
kinase, which
regulates lipid and
glucose metabolism

09/2016

IVIGSN

Green Cross
Corporation

Intravenous (1V)

Primary
Immunodeficiency

Immunoglobulin with
higher safety
attained through
adding the nane
filtration process

11/2016

Jentadueto XR

Boehringer
Ingelheim and
Eli Lilly and
Company

Oral (PO)

Diabetes mellitus type
2

Dipeptidyl peptidase
IV inhibitor and
biguanide
combination

09/2016

LCSEL6

Bayer AG

Intrauterine

Contraception

Initially releases
progestogen
levonorgestrel
directly into the
uterus and provides
effective birth
control for up to five
years

09/2016

Lifitegrast

Shire

Topical

Dry Eye

Smalimolecule

07/2016
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PRODUCT

MFR

ROUTE

INDICATION
(Ophthalmology)

PHARMACOLOG'

integrin antagonist
designed to
specifically and
potently block the
lymphocyte function
associated antigen
l/intercellular
adhesion molecule
(LFAL/ICAM1)
interaction

MARKET
RELEASE

LixiLan (insulin
glargine/lixisenatide)

Sanofi

Subcutaneous

(SQ)

Diabetes Mellitus, Typ€g
Il

Combination of
exendin4 analogue
to mimic glucagon
like peptide (GLR)
and insulin glargine

08/2016

LPCN 1021
(testosterone
undecanoate)

Lipocine

Oral (PO)

Hypogonadism

Lipophilic prodrug
testosterone
undecanoate

06/2016

Lyxumia (lixisenatide|

Sanofi

Subcutaneous

(SQ)

Diabetes Mellitus, Type
Il

Exendind analogue
to mimic glucagon
like peptide (GLR)

07/2016

Olaratumab

Eli Lilly

Intravenous (IV)

Sarcoma

Human IgG1
monoclonal antibody
designed to bind to
PDGFRa, leading to
inhibition of ligand
dependent signaling
in PDGFRaas well
as stromal cells in thg
tumor

10/2016:11/2016

Oxymetazoline

Allergan plc

Topical

Rosacea

Selective @rotein
Modulator primarily
through alpha
adrenergic receptor
activation

11/201601/2017

Netspot

Advanced
Accelerator
Applications

Intravenous (1V)

Localization of
somatostatin receptor
positive
neuroendocrine tumors

Gallium GA 68 binds
to cells that express
somatostatin
receptors including
malignant cells,
which overexpress
somatostatin type 2
receptors

Currently
undertermined

Probuphine

Apple Tree
Partners

Subcutaneous

(SQ)

Drug Addiction

Partial agonist at the
mu-opioid receptor
and an antagonist at
the kappa opioid
receptor

05/2016

Rayaldee (calcifediol]

Opko Health

Oral (PO)

Hyperparathyroidism

(Secondary)

Modified-release
formulation of 25

10/2016
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hydroxyvitamin D3
(calcifediol)

MARKET
RELEASE

Remoxy (oxycodone)

Pain
Therapeutics

Oral (PO)

Chronic Pain

Abuseresistant
versionof extended
release oxycodone

09/2016

RFO02

ADMA Biologics

Intravenous (IV)

Primary
Immunodeficiencies

Plasmaderived,
polyclonal,
Intravenous Immune
Globulin, or IGIV,
derived from human
plasma containing
naturally occurring
polyclonal antibodies

07/2016

Sarilumab

Regeneron

Subcutaneous

(SQ)

Rheumatoid Arthritis
(RA)

Fullyhuman
antibody to the
Interleukin-6
receptor (I6R)

10/2016

SERL20

Allergan plc

Intranasal

Urinary Symptoms (e.g
Nocturia, Polyuria)

Synthetic
replacement for the
hormonevasopressin

12/201601/2017

Sofosbuvir/Velpatasy,
ir FDC

Gilead Sciences

Oral (PO)

Hepatitis C (HCV)
(Antiviral)

Combination of the
prodrug Sofosbuvir
and the NS5A
replication inhibitor
GS5816

06/2016

Somakit

Advanced
Accelerator
Applications SA

Neuroendocrine
Tumors (NET)Imaging

Diagnostic PET
imaging agent
prepared using a pre
formulated GMP kit

06/2016

Syndros (dronabinol)

INSYS
Therapeutics

Oral (PO)

Chemotherapy Induced
Nausea and Vomiting
(CINV)

Synthetic
tetrahydrocannabino
| formulatedas a
cannabinoid CB1
receptor agonist

07/2016

Thbria

Tarsa
Therapeutics

Oral (PO)

Osteoporosis /
Osteopenia

Directly inhibits
osteoclasts and
interferes with the
membrane transport
mechanisms of
phosphate and
calcium

05/2016:06/2016

Tecentriq
(atezolizumab)

Roche Holding
AG

Intravenous (1V)

Bladder Cancer

Monoclonal antibody
that targets
programmed cell
death1 ligand 1 (PD
L1)

05/2016

Telotristat Etiprate

Lexicon

Oral (PO)

Neuroendocrine
Tumors (NET)

Orallydelivered
small molecule
designed to inhibit

peripheral serotonin

11/2016
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(5-HT) synthesis
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RELEASE

Vantrela ER

Teva
Pharmaceutical
Industries

Oral (PO)

Chronic Pain

Tamperdeterrent
hydrocodone for the
treatment of pain

06/201607/2016

Vaxchora

PaxVax
Corporation

Oral (PO)

Antibacterial and
Antifungal-
Miscellaneous Vaccine
and Treatments

Oral, live, attenuated
vaccine against
cholera

06/2016

Vesneo
(latanoprostene
bunod)

Valeant
Pharmaceutical
s International

Topical

Glaucoma / Ocular
Hypertension
(Ophthalmology)

Lower intraocular
pressure (IOP) by
improving
conventional and
uveoscleral outflow

07/2016

Xeglyze (5,5'
dimethyl2,2-
bipyridyl)

Dr. Reddy's
Laboratories

Topical

Anti-Parasitic and Anti
Protozoal

Binds metals and
inhibits
metalloproteases

09/2016

Xiidra

Shire plc

Topical

Dry eye disease

Lymphocyte
FunctionAssociated
Antigen 1 (LFA)
Antagonist

07/201609/2016

Xultophy (degludec
and liraglutide)

Novo Nordisk
A/IS

Subcutaneous

(SQ)

Diabetes Mellitus, Type
Il

Fixed ratio
combination of a
basal insulin,
degludec, and GLP
compound,
liraglutide

07/2016

Yosprala 325/40

Aralez

Oral (PO)

Cardiovascular Diseasg

Combination of 325
mg of pHsensitive
coated aspirin with
40 mg of immediate
release omeprazole

09/2016

Yosprala 81/40

Aralez

Oral(PO)

Cardiovascular Diseasé

Combination of 81
mg of pHsensitive
coated aspirin with
40 mg of immediate
release omeprazole

09/2016

Zinbryta

Biogen and
AbbVie

Subcutaneous

(SQ)

Multiple sclerosis,
relapsing

Humanized
monoclonal antibody
that binds to the
CD25 subunit of the
high-affinity
interleukin-2
receptor to prevent
signaling at the high
affinity 1L.-2 receptor
while allowing
increased W2
availability for
signaling at the

intermediate-affinity

10/2016
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IL-2 receptor
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ZS9 (sodium
zirconium
cyclosilicate)

AstraZeneca
PLC

Oral (PO)

Hyperkalemia

Crystallized
zirconium silicate
designed as a
sorbent, acting
specifically to trap
potassium ions over
other ions in the
gastrointestinal tract

02/2017-06/2017

Ztlido (lidocaine
patch 1.8%)

SCILEX

Transdermal

Postherpetic Neuralgia
(PHN)

Blocks the initiation
and conduction of
nerve impulses by
decreasing the
neuronal
membr ane’ g
permeability to

sodium ions

05/201606/2016
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